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TITLE 175 HEALTH CARE FACILITIES AND SERVICES LICENSURE
CHAPTER 7 HEALTH CLINICS
7-001 SCOPE AND AUTHORITY: These regulations govern licensure of Health Clinics. The

regulations are authorized by and implement the Health Care Facility Licensure Act, Neb. Rev.
Stat. 88 71-401 to 71-462.

7-001.01 These regulations apply to any health care facility where advice, counseling,
diagnosis, treatment, surgery, care, or services relating to the preservation or
maintenance of health are provided on an outpatient basis for a period of less than 24
consecutive hours to persons not residing or confined at such facility. Health clinic
includes, but is not limited to:

1.  Anambulatory surgical center;

2. A public health clinic;

3 A facility where 10 or more abortions as defined in Neb. Rev. Stat. § 28-326
are performed during any one calendar week;

4, A facility providing hemodialysis and not licensed as another type of health
care facility; or

5. A facility providing labor and delivery services and not licensed as another
type of health care facility.

7-001.02 Health clinic does not include:

1. A health care practitioner facility which is a residence, office or clinic of a
practitioner or group of practitioners credentialed under the Uniform Licensing
Law or any distinct part of such residence, office or clinic unless such facility:

Is an ambulatory surgical center;

Performs 10 or more abortions during any one calendar week;
Provides hemodialysis services; or

Provides labor and delivery services.

aoow

2. A facility which provides only routine health screenings, health education or
immunizations.
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7-002 DEFINITIONS

Abuse means any knowing, intentional or negligent act or omission on the part of a person
which results in physical, sexual, verbal or mental abuse, unreasonable confinement, cruel
punishment, exploitation, or denial of essential care, treatment and services to a patient.

Activities of daily living (See definition of “Care.”)

Adjoining means located to allow access without having to enter a general corridor area used or
observed by other facility occupants.

Administrator means the operating officer for a health clinic and may include such titles as
administrator, chief executive officer, manager, superintendent, director or similar designation.

Ambulatory surgical center means a facility:

1. Where surgical services are provide to persons not requiring hospitalization who are
admitted to and discharged from such facility within the same working day and are
not permitted to stay overnight at such facility;

2. Which meets all applicable requirements for licensure as a health clinic under the
Health Care Facility Licensure Act; and

3. Which has qualified for a written agreement with the Health Care Financing
Administration of the United States Department of Health and Human Services or its
successor to participate in Medicare as an ambulatory surgical center as defined in
42 CFR 416.1 to 416.200 or which receives other third-party reimbursement for
such services.

Ambulatory surgical center does not include an office or clinic used solely by a practitioner or
group of practitioners in the practice of medicine, dentistry, or podiatry.

Applicant means the individual, government, corporation, partnership, limited liability company
or other form of business organization who applies for a license.

Biological means any virus, therapeutic serum, toxin, antitoxin or analogous product applicable
to the prevention, treatment or cure of disease or injuries of humans.

Care means the exercise of concern or responsibility for the comfort, welfare, and habilitation of
persons, including a minimum amount of supervision and assistance with or the provision of
personal care, activities of daily living, health maintenance activities, or other supportive
services. For purposes of this chapter:

1. Activities of daily living means transfer, ambulation, exercise, toileting, eating, self-
administered medication, and similar activities;

2. Health maintenance activities means noncomplex interventions which can safely be
performed according to exact direction, which do not require alteration of the
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standard procedure, and for which the results and patient responses are
predictable; and

3. Personal care means bathing, hair care, nail care, shaving, dressing, oral care, and
similar activities.

Complaint means an expression of a concern or dissatisfaction.

Completed application means the application that contains all the information specified in 175
NAC 7-003 and includes all required attachments and documentation and the licensure fee.

Department means the Department of Health and Human Services Regulation and Licensure.

Designee means a person who is authorized by law or the patient to act on his or her behalf, for
example a parent of a minor child, a legal guardian, a conservator, and an attorney in fact
named in a durable power of attorney for health care.

Device means an instrument, apparatus, implement, machine, contrivance, implant, in vitro
reagent, or other similar or related article, including any component, part, or accessory, which is
prescribed by a medical practitioner and dispensed by a pharmacist or other person authorized
by law to do so.

Direction and monitoring means, for the purpose of medication administration, the acceptance
of responsibility for observing and taking appropriate action regarding any desired effects, side
effects, interactions and contraindications associated with the medication. Direction and
monitoring can be done by a:

1. Competent individual for himself or herself;
2 Caretaker; or
3. Licensed health care professional.
Director means the Director of Regulation and Licensure.

Drug means substances as defined in Neb. Rev. Stat. § 71-1,142.

Existing facility means a licensed health care facility or a facility whose construction or
remodeling plans were approved by the Department prior to the effective date of 175 NAC 7.

Exploitation means the taking of property of a patient by means of undue influence, breach of a
fiduciary relationship, deception, or extortion or by any unlawful means.

Facility means a health clinic as defined.

Five rights means getting the right drug to the right recipient in the right dosage by the right
route at the right time.
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Food code means the Nebraska Food Code as defined in Neb. Rev. Stat. § 81-2,244.01 and as
published by the Nebraska Department of Agriculture, except for compliance and enforcement
provisions.

Food service means the storage, preparation, serving, and disposition of food intended for
consumption in a health clinic. Food service does not include provision of prepackaged snacks
or nutritional supplements.

Foreign when applied to corporations means all those created by authority other than that of the
State of Nebraska.

Grievance means a written expression of dissatisfaction which may or may not be the result of
an unresolved complaint.

Health care facility means an ambulatory surgical center, an assisted-living facility, a center or
group home for the developmentally disabled, a critical access hospital, a general acute
hospital, a health clinic, a hospital, an intermediate care facility, an intermediate care facility for
the mentally retarded, a long-term care hospital, a mental health center, a nursing facility, a
pharmacy, a psychiatric or mental hospital, a public health clinic, a rehabilitation hospital, a
skilled nursing facility or a substance abuse treatment center.

Health care practitioner means any individual credentialed under the Uniform Licensing Law or
other laws of the State of Nebraska.

Health care practitioner facility means the residence, office, or clinic of a practitioner or group of
practitioners credentialed under the Uniform Licensing law or any distinct part of the residence,
office, or clinic.

Health care service means an adult day service, a home health agency, a hospice or hospice
service, or a respite care service.

Health maintenance activities (See definition of “Care.”)

Health clinic means a facility where advice, counseling, diagnosis, treatment, surgery, care, or
services relating to the preservation or maintenance of health are provided on an outpatient
basis for a period of less than 24 consecutive hours to persons not residing or confined at such
facility. Health clinic includes, but is not limited to, an ambulatory surgical center or a public
health clinic.

Health clinic does not include:

1. A health care practitioner facility

a. Unless such facility is an ambulatory surgical center;

b. Unless ten or more abortions, as defined in subdivision (1) of Neb. Rev.
Stat. § 28-326, are performed during any one calendar week at such
facility; or
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C. Unless hemodialysis or labor and delivery services are provided at such
facility; or

2. A facility which provides only routine health screenings, health education, or
immunizations.

Hemodialysis means the mechanical process of removing unwanted wastes and fluid from the
blood to prevent toxic buildup in patients whose kidneys no longer perform this function. This is
done by circulating a patient’'s blood through a semipermeable membrane, or dialyzer.
Circulation occurs outside the patient’s body.

Licensed health care professional means an individual for whom administration of medication is
included in the scope of practice.

Licensee means the individual, government, corporation, partnership, limited liability company,
or other form of business organization legally responsible for the operation of the facility and to
whom the Department has issued a license.

Medical practitioner means any licensed physician, osteopathic physician, dentist, podiatrist,
optometrist, chiropractor, physician assistant, certified registered nurse anesthetist, advanced
practice registered nurse, or certified nurse midwife.

Medication means any prescription or nonprescription drug intended for treatment or prevention
of disease or to affect body function in humans.

Medication administration includes, but is not limited to:

1. Providing medications for another person according to the five rights;

2. Recording medication provision; and

3 Observing, monitoring, reporting and otherwise taking appropriate actions regarding
desired effects, side effects, interactions, and contraindications associated with the
medication.

Medication aide means an individual who is listed on the medication aide registry operated by
the Department as provided in 172 NAC 95 and 96.

Medication provision means the component of the administration of medication that includes
giving or applying a dose of a medication to an individual and includes helping an individual in
giving or applying such medication to himself or herself.

Mental abuse means humiliation, harassment, threats of punishment, deprivation or other
actions causing mental anguish.

NAC means Nebraska Administrative Code.

Neglect means a failure to provide care, treatment or services necessary to avoid physical harm
or mental anguish of a patient.
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New construction means a facility or a distinct part of a facility in which care and treatment is to
be provided and which is enlarged, remodeled or altered in any fashion or is built from the
ground up on or after the effective date of 175 NAC 7.

New facility means a facility or a distinct part of a facility in which care and treatment is to be
provided and which is not currently licensed as a health care facility. New facility also includes
those facilities, which were previously licensed for care and treatment in another licensure
category which now intend to seek licensure in a different category.

Patient means a person who receives care and treatment as recommended by a medical
practitioner at a health clinic.

Personal care (See definition of “Care.”)

Physical abuse means hitting, slapping, pinching, kicking, or other actions causing injury to the
body.

Physician means any person authorized to practice medicine in this state as provided in Neb.
Rev. Stat. 8§ 71-102 to 71-110.

Premises means a facility, the facility’s grounds and each building or grounds on contiguous
property used for administering and operating a facility.

PRN means an administration scheme in which a medication is not routine, is taken as needed
and requires assessment for need and effectiveness.

Public _health clinic means the department, and county, city-county, or multicounty health
department, or any private not-for-profit family planning clinic licensed as a health clinic.

Qualified inspector means a professional architect or engineer licensed to practice in Nebraska,
an official or employee of a local jurisdiction authorized by that jurisdiction to make inspections
or particular building equipment or systems, or an individual certified by a nationally recognized
organization to make such inspections.

Routine health screenings means the collection of health data through the administration of a
screening tool designed for a specific health problem, evaluation, and comparison of results to
referral criteria, and referral to appropriate sources of care, if indicated.

Schematic plans means a diagram of the facility or service which describes the number and
location of beds; the location of care and treatment rooms, Life Safety Code construction and
occupancy classifications locations, fire compartments, and Fire Marshal approved points of
safety.

Screening tool means a simple interview or testing procedure to collect basic information on
health status.

Sexual abuse means sexual harassment, sexual coercion, or sexual assault.
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Treatment means a therapy, modality, product, device, or other intervention used to maintain
well being or to diagnose, assess, alleviate, or prevent a disability, injury, illness, disease, or
other similar condition.

Unlicensed direct care staff means personnel who are not licensed or certified under the
Uniform Licensing Law or other state laws governing the practice of health care and whose
primary responsibility is to manage, supervise, and/or provide direct care to patients.
Unlicensed direct care staff includes nursing assistants, medication aides, and other personnel
with this responsibility and with job titles designated by the facility.

Verbal abuse means the use of oral, written, or gestured language including disparaging and
derogatory terms to patients or within their hearing distance.

7-003 LICENSING REQUIREMENTS AND PROCEDURES: Any person intending to establish,
operate, or maintain a health clinic must first obtain a license from the Department. A facility
must not hold itself out as a health clinic or as providing health care services unless licensed
under the Health Care Facility Licensure Act. An applicant for an initial or renewal license must
demonstrate that the health clinic meets the care, treatment, operational and physical plant
standards contained in 175 NAC 7.

7-003.01 Initial License: The initial license process occurs in two stages. The first stage
consists of the applicant’s submission of affirmative evidence of the ability to comply with
the operational and physical plant standards contained in 175 NAC 7-006 and 7-007. The
application is not complete until the Department receives documents specified in 175 NAC
7-003.01.

The second stage consists of the Department’s review of the completed application
together with an inspection of the health clinic. The Department determines whether or
not the applicant for an initial license meets the standards contained in 175 NAC 7 and the
Health Care Facility Licensure Act.

7-003.01A Applicant Responsibilities: An applicant for an initial health clinic license
must:

=

Intend to provide health clinic services as defined,;

2. Comply with the applicable codes, guidelines, and standards specified
in 175 NAC 7-007;

3. Submit a written application to the Department as provided in 175 NAC
7-003.01B;

4. Receive approval in writing, from the Department, of schematic plan
and, if new construction, of construction plans; and

5. Notify the Department at least 30 working days prior to planned patient

occupancy.

7-003.01B Application Regquirements: The applicant may construct an application
or obtain an application form from the Department. The application must include:
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Full name of the health clinic to be licensed, street and mailing address,
telephone number and facsimile number, if any;

Type of health clinic to be licensed,

Name of the administrator;

Name and address(es) of the health clinic owner(s);

Ownership type;

Mailing address(es) for the owner(s);

Preferred mailing address for receipt of official notices from the
Department;

List of names and addresses of all persons in control of the health clinic.
The list must include all individual owners, partners, limited liability
company members, parent companies, if any, and members of boards
of directors owning or managing the operations and any other persons
with financial interests or investments in the health clinic. In the case of
publicly held corporations, the individual owners listed must include any
stockholders who own 5% or more of the company’s stock;

Legal name of the individual or business organization (government,
corporation, partnership, limited liability company, or other type) to
whom the license should be issued and a statement that the individual
or organization accepts the legal responsibility for compliance with 175
NAC 7;

Applicant’s federal employer identification number, if not an individual;
Applicant’s social security number, if the applicant is an individual (To
ensure social security numbers are not part of public records and are
used only for administrative purposes, applicants may submit social
security numbers in a separate document);

Signature(s) of:

The owner, if the applicant is an individual or partnership;

Two of its members, if the applicant is a limited liability company;
Two of its officers, if the applicant is a corporation; or

The head of the governmental unit having jurisdiction over the
health clinic to be licensed, if the applicant is a governmental unit;
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Copy of the registration as a foreign corporation filed with the Nebraska
Secretary of State, if applicant is a foreign corporation;

Schematic plans;

For new construction, construction plans completed in accordance with
the Engineers and Architects Regulation Act, Neb. Rev. Stat. §§ 81-
3401 to 81-3455. An applicant may construct a project description
and/or certification document, or obtain a form from the Department.
Construction plans must include the following:

a. Project name, description of the project with quantity and floor
area information on bed, care, treatment, and toileting locations,
building systems, medical equipment, street address, and contact
person;
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b. Site plan, floor plans, elevations, wall and building sections,
construction  details, plumbing and electrical diagrams,
construction component schedules;

C. Complete list of names, titles, and telephone numbers of other
authorities reviewing or inspecting the construction;

d. Upon Department request, any additional information that may be
required for review, such as structural and mechanical
calculations, electrical system calculations, and product and
equipment information; and

e. Certification, if any, from a licensed architect or engineer that the
schematic plans, construction plans, and any revisions thereof
meet the requirements of 175 NAC 7-007;

Planned occupancy date;

Copies of zoning approval from the relevant jurisdiction;

Occupancy certificates issued by the State Fire Marshal or delegated
authority; and

Required licensure fee specified in 175 NAC 7-004.09.

Department Responsibilities: The Department will:

1.
2.

3.

5.

7-003.01D

Review the application for completeness;

Provide notification to the applicant of any information needed to
complete the application;

Confirm, either by Department review or by accepting certification from
an architect or engineer, that the schematic plans and, if new
construction, the construction plans meet the standards of 175 NAC 7-
007,

Upon receipt of the requested information, conduct an on-site inspection
in accordance with 175 NAC 7-005 prior to the issuance of a health
clinic license; and

Issue or deny a license based on the results of the initial inspection.

Denial of License: See 175 NAC 7-008.01 and 7-008.02 for grounds

and procedures for the Department’s denial of an initial license.

7-003.02 Renewal Licenses

7-003.02A

Licensee Responsibilities: The licensee must submit a written

application to the Department. The licensee may construct an application, or obtain
an application form from the Department. The application must include:

1.

abrownN

Full name of the health clinic to be licensed, street and mailing address,
telephone number, and facsimile number, if any;

Type of health clinic to be licensed;

Name of the administrator;

Name and address(es) of the health clinic or service owner(s);
Ownership type;



EFFECTIVE

1/16/07

No

10.
11.

12.
13.

14,

15.

7-003.02B

NEBRASKA HEALTH AND HUMAN SERVICES HC
REGULATION AND LICENSURE 175 NAC 7

Mailing address(es) for the owner(s);

Preferred mailing address for receipt of official notices from the
Department;

List of names and addresses of all persons in control of the health clinic.
The list must include all individual owners, partners, limited liability
company members, parent companies, if any, and members of boards
of directors owning or managing the operations and any other persons
with financial interests or investments in the health clinic. In the case of
publicly held corporations, the individual owners listed must include any
stockholders who own 5% or more of the company’s stock;

Legal name of the individual or business organization (government,
corporation, partnership, limited liability company or other type) to whom
the license should be issued and a statement that the individual or
organization accepts the legal responsibility for compliance with 175
NAC 7;

Applicant’s federal employer identification number, if an individual,
Applicant’s social security number if the applicant is an individual. To
ensure social security numbers are not part of public records and are
used only for administrative purposes, applicants may submit social
security numbers in a separate document;

Number of patient admissions in the past year;

Signature(s) of:

The owner, if the applicant is an individual or partnership;

Two of its members, if the applicant is a limited liability company;
Two of its officers, if the applicant is a corporation; or

The head of the governmental unit having jurisdiction over the
health clinic to be licensed, if the applicant is a governmental unit;

aoow

Occupancy certificates issued by the State Fire Marshal or delegated
authority dated within the 18 months prior to the license expiration date;
and

Required licensure fee as specified in 175 NAC 7-004.09.

Department Responsibilities: The Department will:

1.

Send a notice of expiration and an application for renewal to the
licensee’s preferred mailing address not later than 30 days prior to the
expiration date. The licensure renewal notice specifies:

Date of expiration;

Fee for renewal;

License number; and

Name and address of the health clinic.

aoow

Issue a renewal when it determines that the licensee has submitted a
completed application;

10
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Send to each licensee that fails to renew its license a second notice,
which is the final notice and specifies that:

a. The licensee failed to pay the renewal fee or submit an application
or both;

b. The license has expired,;

C. The Department will suspend action for 30 days following the date
of expiration;

d. Upon receipt of the renewal fee and completed renewal
application, the Department will issue the renewal license; and

e. That upon failure to receive the renewal fee and completed
renewal application, the license will be lapsed.

Place the health clinic license on lapsed status for nonpayment of fees if
the licensee fails to renew the license. During this time, the health clinic
may not operate. The license remains in lapsed status until it is
reinstated.

7-003.02C Refusal to Renew: See 175 NAC 7-008.01 and 7-008.02 for grounds

and procedures for the Department’s refusal to renew a license.

7-003.03 Reinstatement from Lapsed Status: A health clinic requesting reinstatement of

its lapsed license must submit to the Department an application for reinstatement and pay
the required licensure fee specified in 175 NAC 7-004.09. The application must conform to
the requirements specified in 175 NAC 7-003.02.

7-003.03A The Department will review the application for completeness and will
decide if an onsite inspection is needed to determine compliance with the operation,
care, treatment, and physical plant requirements of 175 NAC 7-006 and 7-007. The
decision is based on the following factors:

1.

2.

The length of time that has transpired from the date the license was
placed on lapsed status to the date of the reinstatement application; and
Whether the health clinic has provided care or treatment from the site
under a license that is different from the lapsed license.

7-003.03B  When the Department decides that a reinstatement inspection is
warranted, it will conduct the inspection in accordance with 175 NAC 7-005.

7-003.03C When the Department decides that a reinstatement inspection is not
warranted, it will reinstate the license.

7-003.03D Refusal to Reinstate: See 175 NAC 7-008.01 and 7-008.02 for grounds

and procedures for the Department’s refusal to reinstate a lapsed license.

11
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7-004 GENERAL REQUIREMENTS

7-004.01 Separate License: An applicant must obtain a separate license for each type of
health care facility or health care service that the applicant seeks to operate. All buildings
in which care and treatment is provided must comply with 175 NAC 7-006 and 7-007. A
single license may be issued for:

1. A health clinic operating in separate buildings or structures on the same
premises under one management;

2. An inpatient facility that provides services on an outpatient basis at multiple
locations; or

3. A health clinic operating satellite clinics on an intermittent basis within a
portion of the total geographic area served by the health clinic and sharing
administration with the clinics.

7-004.02 Single License Document: The Department may issue one license document
that indicates the various types of health care facilities or health care services for which
the entity is licensed.

7-004.03 Effective Date and Term of License: A health clinic license expires on the last
day of February each year.

7-004.04 License Not Transferable: A license is issued only for the premises and
persons named in the application and is not transferable or assignable. Change of
ownership (sale, whether of stock, title, or assets, lease, discontinuance of operations) or
change of premises terminates the license. |If there is a change of ownership and the
health clinic remains on the same premises, the inspection in 175 NAC 7-005 is not
required. If there is a change of premises, the health clinic must pass the inspection
specified in 175 NAC 7-005.

7-004.05 Change of Ownership or Premises: The licensee must notify the Department in
writing ten days before a health clinic is sold, leased, discontinued, or moved to new
premises.

7-004.06 Notification: An applicant or licensee must notify the Department in writing by
electronic mail, facsimile, or postal service:

1. To request a single license document;

2. To request simultaneous facility or service licensure inspections for all types of
licensure held or sought;

3. If new construction is planned, and submit construction plans for Department
approval prior to any new construction affecting patient care and treatment
areas of the health clinic. The Department may accept certification from an
architect or engineer in lieu of Department review;

4.  Within 24 hours if a facility has reason to believe that a patient death was due
to abuse or neglect by staff;

5. Within 24 hours of any clinic fire requiring fire department response; or

12
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Within 24 hours of an accident or natural disaster resulting in damage to the
physical plant and having a direct or immediate adverse effect on the health,
safety, and security of patients. This must include a description of the well-
being of the clinic’s patients and the steps being taken to assure patient
safety, well-being, and continuity of care and treatment. The notification may
be made by telephone if the accident or natural disaster has affected the
clinic’s capacity to communicate.

Information Available to Public: The licensee must make available for public

inspection upon request licenses, license record information, and inspection reports. This
information may be displayed on the licensed premises.

7-004.08 Deemed Compliance

7-004.08A Accreditation or Certification: The Department may deem an applicant

or licensee in compliance with 175 NAC 7-006 based on its accreditation or
certification as a health clinic, ambulatory surgical center, provider of hemodialysis
services, or provider of labor and delivery services by the:

1. Joint Commission on Accreditation of Healthcare Organizations;
2. Accreditation Association of Ambulatory Health Care; or
3. Medicare or Medicaid certification program.

7-004.08A1 An applicant or licensee must request the Department to deem
its facility in compliance with 175 NAC 7-006 based on accreditation or
certification. The request must be:

1. Made in writing;

2. Submitted within 30 days of receipt of a report granting
accreditation or certification; and

3.  Accompanied by a copy of the accreditation or certification report.

7-004.08A2 Upon receipt of the request, the Department will deem the facility
in compliance with 175 NAC 7-006 and will provide written notification of the
decision to the facility within ten working days of receipt of the request.

7-004.08A3 The Department will exclude a facility that has been deemed in
compliance with 175 NAC 7-006 from the random selection of up to 25% of
facilities for compliance inspections under 175 NAC 7-005.04A. The facility
may be selected for a compliance inspection under 175 NAC 7-005.04B.

7-004.08A4 To maintain deemed compliance, the licensee must maintain the
accreditation or certification on which the license was issued. If the
accreditation or certification has been sanctioned, modified, terminated, or
withdrawn, the licensee must notify the Department within 15 days of receipt
of notification of the action. After notifying the Department, the health clinic
may continue to operate unless the Department determines that the health
clinic no longer meets the requirements for licensure under the Health Care
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Facilities Licensure Act. If the Department determines the facility no longer
gualifies for deemed compliance, the facility is subject to inspections under
175 NAC 7-005.

7-004.09 Fees: The Department will charge fees for licensure as set forth below:

7-004.09A Initial Licensure Fee:

1.  All types of health clinics except public health clinics and ambulatory
surgical centers: $600
2. Public health clinics: $400
3.  Ambulatory surgical centers:
a. 1 operating/procedure room $1,250
b. 2 to 3 operating/procedure rooms $1,350
C. 4 or more operating/procedure rooms  $1,450
7-004.09B Renewal Licensure Fees:
1. All types of health clinics except public health clinics and ambulatory
surgical centers:
a. 1 to 50 patient admissions in the past year $600
b. 51 to 100 patient admissions in the past year $800
C. 101 or more patient admissions in the past year $1,000
2. Public health clinics:
a. 1 to 50 patient admissions in the past year $400
b. 51 to 100 patient admissions in the past year $450
C. 101 or more patient admissions in the past year $500
3.  Ambulatory surgical centers:
a. 1 operating/procedure room $1,250
b. 2 to 3 operating/procedure rooms $1,350
C. 4 or more operating/procedure rooms $1,450
d. All ambulatory surgical centers must also pay an additional fee
under the Outpatient Surgical Procedures Data Act, Neb. Rev.
Stat. 8§ 81-6,111 to 81-6,119, as follows:
(1) 500 or fewer outpatient surgeries per year $275
(2) 501 to 2,000 outpatient surgeries per year $350
(3) More than 2,000 outpatient surgeries per year $425
7-004.09C Duplicate original license: $ 10

7-004.09D Refunds for denied applications:
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1. If the Department did not perform an inspection, the license fee is
refunded except for an administrative fee of $25; or
2. If the Department performed an inspection, the fee is not refunded.

7-005 INSPECTIONS: To determine compliance with operational, care, treatment, and
physical plant standards, the Department inspects the health clinic prior to and following
licensure. The Department determines compliance through on-site inspections, review of
schematic and construction plans, and reports of qualified inspectors.

7-005.01 Initial Inspection: The Department will conduct an announced initial on-site
inspection to detemine compliance with 175 NAC 7-006 and 7-007. The inspection will
occur within 30 working days, or later if requested by the applicant, of receipt of a
completed application for an initial license. The Department will provide a copy of the
inspection report to the health clinic within ten working days after completion of an
inspection.

7-005.02 Results of Initial Inspection

7-005.02A When the Department finds that the applicant fully complies with the
requirements of 175 NAC 7-006 and 7-007, the Department will issue a license.

7-005.02B When the Department finds that the applicant had complied substantially
but has failed to comply fully with the requirements of 175 NAC 7-006 and 7-007
and the failure(s) would not pose an imminent danger of death or physical harm to
persons served by the health clinic, the Department may issue a provisional license.
The provisional license:

1. Is valid for up to one year; and
2. Is not renewable.

7-005.02C When the Department finds the applicant has one or more violations that
create no imminent danger of death or serious physical harm and no direct or
immediate adverse relationship to the health, safety, or security of the persons
served by the health clinic, the Department may send a letter to the health clinic
requesting a statement of compliance. The letter will include:

1. A description of each violation;

2. Arequest that the health clinic submit a statement of compliance within
ten working days; and

3. A notice that the Department may take further steps if the statement of
compliance is not submitted.

7-005.02D The statement of compliance must indicate any steps that have been or
will be taken to correct each violation and the estimated time to correct each
violation. Based on the statement of compliance, the Department will take one of
the following actions:
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1. If the health clinic submits and implements a statement of compliance
that indicates a good faith effort to correct the violations, the Department
will issue either a regular license or a provisional license; or

2. If the health clinic fails to submit and implement a statement of
compliance that indicates a good faith effort to correct the violations, the
Department may deny the license.

7-005.02E When the Department finds the applicant fails to meet the requirements
of 175 NAC 7-006 and 7-007 and the failure(s) would create an imminent danger of
death or serious physical harm, the Department will deny the license.

7-005.03 Physical Plant Inspections: The Department will conduct inspections for

conformity with construction plans and compliance with 175 NAC 7-007 at new facilities or
new construction prior to use or occupancy.

7-005.03A On-site progress inspections of the physical plant by qualified inspectors
for conformity to construction documents and compliance with code requirements
may occur at any time after construction has begun and prior to the concealment of
essential components.

7-005.03B The Department will conduct an on-site final inspection of the physical
plant prior to use or occupancy. In lieu of an on-site final inspection by the
Department, the Department may accept a certification from a licensed architect or
engineer that the physical plant meets the requirements of the Health Care Facility
Licensure Act and 175 NAC 7, and that the health clinic is complete and ready for
occupancy in accordance with Department-approved plans. The architect or
engineer may construct a certification form or obtain a certification form from the
Department.

7-005.03B1 The certification must state:

1. Name of the architect or engineer;

2. Name of the professional entity with which he or she is affiliated, if

any;

Address and telephone number;

Type of license held, the state in which it is held, and the license

number;

Name and location of the health clinic;

Name(s) of the owner(s) of the health clinic;

New construction had the building structure and plumbing rough-in

inspected by a qualified inspector prior to the time these would be

concealed and preclude observation;

8.  All new construction, care and treatment room sizes, handrails,
grab bars, hardware, building systems, protective shielding,
privacy curtains, appropriate room finishes, and other safety

Pow
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equipment are completed in accordance with approved
construction plans; and

9. The facility is furnished, cleaned, and equipped for the care and
treatment to be performed in compliance with 175 NAC 7-007, and
approved for use and occupancy.

7-005.03B2 The certification must have attached to it:

1. Copies of documents from other authorities having jurisdiction
verifying that the facility meets the codes specified in 175 NAC 7-
007.03A, and approved for use and occupancy;

2. Copies of certifications and documentation from equipment and
building system installers verifying that all equipment and systems
installed are operating and approved for use and occupancy; and

3. Schematic floor plans documenting actual room numbers and
titles, bed locations, and life safety information.

7-005.04 Compliance Inspections: The Department may, following the initial licensure of

a health clinic, conduct an unannounced onsite inspection at any time as it deems
necessary to determine compliance with 175 NAC 7-006 and 7-007. The inspection may
occur based on random selection or focused selection.

7-005.04A Random Selection: Each year the Department may inspect up to 25%
of the health clinics based on a random selection of licensed health clinics.

7-005.04B Focused Selection: The Department may inspect a health clinic when

the Department is informed of one or more of the following:

1.
2.

3.

An occurrence resulting in patient death or serious physical harm;

An occurrence resulting in imminent danger to or the possibility of death
or serious physical harm to patients;

An accident or natural disaster resulting in damage to the physical plant
and having a direct or immediate adverse effect on the health, safety,
and security of patients;

The passage of five years without an inspection;

A complaint alleging violation of the Health Care Facility Licensure Act
or 175 NAC 7;

Complaints that, because of their number, frequency, or type, raise
concerns about the maintenance, operation, or management of the
health clinic;

Financial instability of the licensee or of the licensee’s parent company;
Outbreaks or recurrent incidents of physical health problems such as
dehydration, pressure sores, or other illnesses;

Change of services, management, or ownership;

Change of status of accreditation or certification on which licensure is
based as provided in 175 NAC 7-004.08; or

Any other event that raises concerns about the maintenance, operation,
or management of the health clinic.
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7-005.05 Results of Compliance Inspections

7-005.05A When the inspection reveals violations that create imminent danger of
death or serious physical harm or have a direct or immediate adverse effect on the
health, safety, or security of persons served by the health clinic, the Department will
review the inspection findings within 20 working days after the inspection. If the
evidence from the inspection supports the findings, the Department will impose
discipline in accordance with 175 NAC 7-008.03.

7-005.05B When the inspection reveals one or more violations that create no
imminent danger of death or serious physical harm and no direct or immediate
adverse effect on the health, safety, or security of persons served by the health
clinic, the Department may request a statement of compliance from the health clinic.
The statement of compliance must indicate any steps that have been or will be
taken to correct each violation and the estimated time to correct each violation.
Based on the statement of compliance, the Department will take one of the following

actions:

1. If the health clinic submits and implements a statement of compliance
that indicates a good faith effort to correct the violations, the Department
will not take any disciplinary action against the license; or

2. If the health clinic fails to submit and implement a statement of

compliance, the Department will initiate disciplinary action against the
health clinic license, in accordance with 175 NAC 7-008.

7-005.06 Re-inspections

7-005.06A The Department may conduct re-inspections to determine if a health
clinic fully complies with the requirements of 175 NAC 7-006 and 7-007. Re-
inspection occurs:

After the Department has issued a provisional license;

Before a provisional license is converted to a regular license;

Before a disciplinary action is modified or terminated; or

After the Department receives a statement of compliance for cited
violations.

PwnE

7-005.06B Following a re-inspection, the Department may:

Convert a provisional license to a regular license;

Affirm that the provisional license is to remain effective;

Modify a disciplinary action in accordance with 175 NAC 7-008.02; or
Grant full reinstatement of the license.

PwpnPE

7-006 STANDARDS OF OPERATION, CARE AND TREATMENT: 175 NAC 7-006 applies to
the following types of health clinics unless specified otherwise: public health clinics, ambulatory
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surgical centers, facilities at which ten or more abortions are performed during any one calendar
week, facilities providing hemodialysis, and facilities providing labor and delivery services. Each
health clinic must organize, manage, and administer in a manner consistent with the size,
resources, and type of services to assure each patient receives the necessary care and
treatment.

7-006.01 Licensee Responsibilities: The licensee of each health clinic must
assume the responsibility for the total operation of the facility. The licensee
responsibilities include:

1. Monitoring policies to assure the appropriate administration and
management of the health clinic;

2. Maintaining the health clinic’s compliance with all applicable state
statutes and relevant rules and regulations;

3. Providing quality care and treatment to patients whether care and
treatment are furnished by health clinic staff or through a contract with
the health clinic;

4, Periodically reviewing reports and recommendations regarding the

Quality  Assurance/Performance  Improvement  program  and

implementing programs and policies to maintain and improve the quality

of patient care and treatment;

Maintaining written minutes of meetings and actions;

Designating an administrator who is responsible for the day to day

management of the health clinic and defining the duties and

responsibilities of the administrator in writing;

7. Notifying the Department in writing within five working days when a
vacancy in the administrator position occurs including who will be
responsible for the position until another administrator is appointed;

8. Notifying the Department in writing within five working days when the
vacancy is filled including effective date and name of person appointed
administrator; and

9. Determining if emergency medical technician-intermediates or
emergency medical technician-paramedics may perform activities within
their scope of practice as either an employee or volunteer within the
health clinic.

oo

7-006.02 Administration: The administrator is responsible for planning, organizing, and
directing the day to day operation of the health clinic. The administrator must report in all
matters related to the maintenance, operation and management of the health clinic and be
directly responsible to the licensee or to the person or persons delegated governing
authority by the licensee. The administrator’s responsibilities include:

1. Being on the premises a sufficient number of hours to permit adequate
attention to the management of the health clinic;

2. Providing for the protection and promotion of patients’ health, safety, and well-
being;

3. Maintaining staff appropriate to meet patient needs;
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Designating a substitute, who is responsible and accountable for management
of the health clinic, to act in the absence of the administrator; and

Developing procedures which require the reporting of any evidence of abuse,
neglect or exploitation of any patient served by the health clinic in accordance
with Neb. Rev. Stat. § 28-372 of the Adult Protective Services Act or in the
case of a child, in accordance with Neb. Rev. Stat. 8 28-711.

Determining the supervision of and training for emergency medical technician-
intermediates or emergency medical technician-paramedics.

7-006.03 Staff Requirements: Each health clinic must maintain a sufficient number of

staff with the qualifications, training, and skills to meet operational and patient needs.
Each health clinic must have job descriptions for each staff position, which include
minimum qualifications required for the position.

7-006.03A Employment Eligibility: Each health clinic must ensure and maintain

evidence of the following:

7-006.03A1 Staff Credentials: Each health clinic must verify:

1. The current active licensure, registration, certification or other
credentials in accordance with applicable state law, prior to staff
assuming job responsibilities and must have procedures for
verifying that the current status is maintained; and

2. That an emergency medical technician-intermediate or an
emergency medical technician-paramedic providing service in the
health clinic is employed by or serving as a volunteer member of
an emergency medical service licensed by the Department.

7-006.03Al1a If unlicensed staff assist in provision of care or treatment,
such staff must be supervised by the appropriate licensed health care
professional.

7-006.03A2 Health Status: Each health clinic must establish and implement
policies and procedures related to the health status of staff to prevent the
transmission of disease to patients.

7-006.03A2a Each health clinic must complete a health history
screening for all staff prior to assuming job responsibilities and must
require staff to have a physical examination when the results of the
health history screening indicate the examination is necessary.

7-006.03A3 Criminal Background and Registry Checks: Each health clinic

must complete and maintain documentation of pre-employment criminal
background and registry checks on each unlicensed direct care staff member.

7-006.03A3a Criminal Background Checks: The health clinic must
complete a criminal background check through a governmental law
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enforcement agency or a private entity that maintains criminal
background information.

7-006.03A3b  Regqistry Checks: The health clinic must check for
adverse findings on each of the following registries:

1. Nurse Aide Registry;

2. Adult Protective Services Central Registry;

3.  Central Register of Child Protection Cases; and
4, Nebraska State Patrol Sex Offender Registry.

7-006.03A3c The health clinic must;

1. Determine how to use the criminal background and registry
information, except for the Nurse Aide Registry, in making
hiring decisions;

2. Decide whether employment can begin prior to receiving the
criminal background and registry information; and

3. Document any decision to hire a person with a criminal
background or adverse registry findings, except for the
Nurse Aide Registry. The documentation must include the
basis for the decision and how it will not pose a threat to
patient safety or patient property.

7-006.03A3d The health clinic must not employ a person with adverse
findings on the Nurse Aide Registry regarding patient abuse, neglect, or
misappropriation of patient property.

7-006.03B Training: Each health clinic must ensure staff receive training in order to

perform job responsibilities.

7-006.03B1 Orientation: Each health clinic must provide and maintain

evidence of an orientation program for all new staff and, as needed, for
existing staff who are given new assignments. The orientation program must
include an explanation of the:

Job duties and responsibilities;

The health clinic’s sanitation and infection control program;
Organizational structure;

Patient Rights;

Patient care policies and procedures;

Personnel policies and procedures;

Emergency procedures;

Disaster preparedness plan; and

Reporting requirements for abuse, neglect and exploitation in
accordance with the Adult Protective Services Act, Neb. Rev. Stat.
§ 28-372 or in the case of a child in accordance with Neb. Rev.
Stat. § 28-711 and with health clinic policies and procedures.

CoNo,rONE
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7-006.03Bla Each health clinic that approves emergency medical
technician-intermediates and emergency medical technician-paramedics
to provide service as either an employee or a volunteer must provide
orientation to registered nurses, physicians, and physician assistants
involved in the supervision of emergency medical technician-
intermediates and emergency medical technician-paramedics. The
orientation must include:

1. Information regarding the scope of practice of an emergency
medical technician-intermediate or emergency medical
technician-paramedic; and

2. Supervision requirements, as determined by the governing
authority of the health clinic, for emergency medical
technician-intermediates and emergency medical technician-
paramedics, to perform activities within their scope of
practice as defined in 172 NAC 11, Regulations Governing
Out-of-Hospital Emergency Care Providers, Section 11-006.

7-006.03B2 Ongoing Training: Each health clinic must maintain evidence of

ongoing/continuous inservices or continuing education provided for staff. A
record must be maintained including date, topic and participants. Specialized
training of staff to permit performance of particular procedures or to provide
specialized care, whether as part of a training program or as individualized
instruction, must be documented in personnel records.

7-006.03C  Employment Record: Each health clinic must maintain a current

employment record for each staff person. The record must include information on
orientation, inservice, credentialing and health history screening.

7-006.04 Patient Rights: Each health clinic must protect and promote each patient's

rights.

This includes the establishment of written policies and procedures and

enforcement of such to ensure the operations of the clinic afford patients the opportunity
to exercise their rights. At a minimum, each patient must have the right to:

aleiNS s
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Respectful and safe care by competent personnel,

Be informed of patient rights during the admission process;

Be informed in advance about care and treatment and related risks;

Make informed decisions regarding care and treatment and to receive
information necessary to make those decisions;

Refuse care and treatment and to be informed of the medical consequences
of refusing such;

Formulate advance directives and to have the health clinic comply with the
directives unless the clinic notifies the patient of the inability to do so;

Personal privacy and confidentiality of medical records;

Be free from abuse, neglect and exploitation;

Access information contained in his/her medical record within a reasonable
time when requested,;
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Receive health clinic services without discrimination based upon race, color,
religion, gender, national origin, or payer. Health clinics are not required to
provide uncompensated or free care and treatment unless otherwise required
by law; and

Voice complaints and grievances without discrimination or reprisal and have
those complaints and grievances addressed.

7-006.04A Grievances: Each health clinic must establish and implement a process

that promptly addresses grievances filed by patients or their designee. The
process, includes, but is not limited to:

1. A procedure for submission of grievances that is made available to
patients or representatives;

2. Time frames and procedures for review of grievances and provision of a
response; and

3. How information from grievances and responses are utilized to improve
the quality of patient care and treatment.

7-006.05 Quality Assurance/Performance Improvement: Each health clinic must have an

effective quality assurance/performance improvement program to evaluate care and
treatment provided to patients. The program includes, but is not limited to:

1.
2.
3

4,
5.
6.

A written plan of implementation;

Evaluation of care and treatment provided both by staff and through contract;
For ambulatory surgical centers, the tracking of surgical procedures that result
in unplanned patient admissions to a hospital within 72 hours of a procedure,
due to post surgical complications;

Appropriate action to address problems found through the program;
Evaluation of the outcome of any action taken; and

Reporting to the governing authority.

7-006.06 Patient Care and Treatment: Each health clinic must establish and implement

written policies and procedures that encompass all care and treatment provided to
patients. The policies and procedures are consistent with prevailing professional
standards, delineate the scope of services provided in the health clinic and encompass
aspects to protect the health and safety of patients.

7-006.06A Administration of Medications: Each health clinic must establish and

implement policies and procedures to ensure patients receive medications only as
legally prescribed by a medical practitioner in accordance with the Five Rights and
prevailing professional standards.

7-006.06A1 Methods of Administration of Medications: When the health clinic
is responsible for the administration of medications, it must be accomplished
by the following methods:

7-006.06Ala Self Administration: The health clinic must allow patients
of the health clinic to self-administer medications, with or without
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supervision, when assessment determines the patient is capable of
doing so.

7-006.06A1b Licensed Health Care Professional: When the health
clinic utilizes licensed health care professionals for whom medication
administration is included in the scope of practice, the health clinic must
ensure the medications are properly administered in accordance with
prevailing professional standards.

7-006.06A1c _ Provision of Medication by a Person Other Than a
Licensed Health Care Professional: When the health clinic utilizes

persons other than a licensed health care professional in the provision
of medications, the health clinic must follow 172 NAC 95 Regulations
Governing the Provision of Medications by Medication Aides and Other
Unlicensed Persons and 172 NAC 96 Regulations Governing the
Medication Aide Registry. Each health clinic must establish and
implement policies and procedures:

1. To ensure that medication aides who provide medications
are trained and have demonstrated the minimum
competency standards specified in 172 NAC 95-004.

2. To ensure that competency assessments and/or courses for
medication aides have been completed in accordance with
the provisions of 172 NAC 96-005.

3. That specify how direction and monitoring will occur when
the health clinic allows medication aides to perform the
routine/acceptable activities authorized by 172 NAC 95-005
and as follows:

a. Provide routine medication; and
b. Provision of medications by the following routes:

(1) Oral, which includes any medication given
by mouth including sublingual (placing
under the tongue) and buccal (placing
between the cheek and gum) routes and
oral sprays;

(2) Inhalation which includes inhalers and
nebulizers, including oxygen given by
inhalation;

(3) Topical application of sprays, creams,

ointments, and lotions, and transdermal
patches; and
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(4) Instillation by drops, ointments, and sprays
into the eyes, ears, and nose.

4, That specify how direction and monitoring will occur when
the health clinic allows medication aides to perform the
additional activities authorized by 172 NAC 95-009, which
include but are not limited to:

a. Provision of PRN medications;

b. Provision of medications by additional routes
including but not limited to gastrostomy tube,
rectal, and vaginal; and/or

C. Participation in monitoring.

5.  That specify how competency determinations will be made
for medication aides to perform routine and additional
activities pertaining to medication provision.

6. That specify how written direction will be provided for
medication aides to perform the additional activities
authorized by 172 NAC 95-009.

7. That specify how records of medication provision by
medication aides will be recorded and maintained.

8. That specify how medication errors made by medication
aides and adverse reactions to medications will be reported.
The reporting must be:

a. Made to the identified person responsible for
direction and monitoring;

b. Made immediately upon discovery; and

C. Documented in patient medical records.

7-006.06A2 Each health clinic must establish and implement policies and
procedures for reporting any errors in administration or provision of prescribed
medications to the prescriber in a timely manner upon discovery and a written
report of the error must be prepared and maintained.

7-006.06A3 Each health clinic must establish and implement policies and
procedures for reporting any adverse reaction to a medication, in a timely
manner upon discovery, to the prescriber and for documenting such event in
the patient’'s medical record.

7-006.06A4 Each health clinic must establish and implement procedures to

ensure patients receive medications as prescribed by a medical practitioner.
At a minimum, the following must be evident:
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1. A current policy and procedure manual regarding the handling of
medications in the health clinic;

2. A count of all controlled substances in the health clinic every 24
hours; and

3. Only authorized personnel designated by health clinic policy are
allowed access to medications.

7-006.06B Verbal Orders: Each health clinic must establish and implement
appropriate policies and procedures for those staff authorized to receive telephone
and verbal diagnostic and therapeutic orders.

7-006.06C Patient Education: Each health clinic must establish and implement a
process to ensure patients and/or their designee receive appropriate education and
instruction to assist in understanding the identified condition and the necessary care
and treatment. Any instructions at the time of discharge must be given in writing.

7-006.06D Patient Transfers: Each health clinic must transfer to a health care
facility and have procedures for continued care of any patient whose condition does
not allow dismissal within 24 hours.

7-006.07 Record Keeping Requirements: Each health clinic must maintain records and
reports in such a manner to ensure accuracy and easy retrieval.

7-006.07A Medical Records: Every patient who receives care or treatment in a
health clinic must have a medical record established. Medical records must contain
sufficient information to clearly identify the patient and document the diagnosis,
care, treatment, and results accurately.

7-006.07A1 Content: Medical records must contain, when applicable, the
following information:

Identification data;

Chief complaint;

Medical history;

Physical examination;

All pathology/laboratory and radiology reports;
Properly executed informed consent forms;
Consultation reports;

Medical practitioner orders;

Care and treatment provided,;

10. Progress notes;

11. Pertinent observations and events; and

12. Instructions to patients, including discharge/dismissal.

CoNoogrwWNE

7-006.07A2 Medical records must contain entries which are dated, legible,
and indelible. The author of each entry must be identified and authenticated.
Authentication must include signature, written initials, or computer entry.
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7-006.07A3 Retention: Each health clinic must maintain and preserve all
medical records in original, microfilm, electronic, or other similar form, for a
period of at least five years. In the case of a minor, the medical records must
be kept until three years after the age of majority has been attained. When a
health clinic ceases operation, all medical records must be transferred as
directed by the patient or authorized representative to the licensed health care
facility or health care service to which the patient is transferred. All other
medical records that have not reached the required time for destruction must
be stored to assure confidentiality and the Department must be notified of the
address where stored.

7-006.07A4  Confidentiality: Medical records must be kept confidential,
available only for use by authorized persons or as otherwise permitted by law.
Records must be available for examination by authorized representatives of
the Department.

7-006.07A5 Access: Patient information and/or records will be released only
with consent of the patient or designee or as required by law.

7-006.07A6 Destruction: Medical records may be destroyed only when they
are in excess of five years of age. In order to ensure confidentiality, each
health clinic must destroy or dispose of medical records by shredding,
incineration, electronic deletion, or another equally effective protective
measure.

7-006.07B Other Records/Reports: In addition to patient medical records, each
health clinic must maintain accurate and complete administrative records of the
clinic operation for not less than three years unless longer is required by law.

7-006.08

7-006.07B1 A report that summarizes the scope and volume of services
provided at the health clinic each year must be maintained.

Infection Control: Each health clinic must provide a sanitary environment to

avoid sources and transmission of infections and communicable diseases. There must be
an active program for the prevention, control, and investigation of infections and
communicable diseases.

7-006.08A The infection control program must include, but is not limited to:

1. The responsible person(s) for the program;

2. A system for identifying, reporting, investigating, and controlling
infections and communicable diseases of patients and staff;

3. A definition of nosocomial infection;

4, A system for reporting known or suspected cases of infection acquired
at the health clinic among patients and for maintaining records of such
infection;

5. Maintenance of a record of infection, communicable disease and
nosocomial infections;
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6. Implementation of corrective action plans; and
7. Mechanism for evaluation of the program.

7-006.08A Equipment and Supplies: Each health clinic must establish and
implement written policies and procedures for cleaning, sterilization and storage of
supplies and equipment. Equipment and supplies must be maintained in
accordance with prevailing professional standards to protect patients from infection.

7-006.08B Handwashing: Facilities for handwashing must be easily accessible and
good handwashing techniques must be practiced by staff before and after patient
contact.

7-006.08C Food Service: Each health clinic that provides food service must store,
prepare, protect, and dispose of food in a safe and sanitary manner and in
accordance with the Food Code.

7-006.09 Pharmacotherapy Services: Each health clinic that provides pharmacotherapy
services to meet patient needs must maintain drugs, devices, and biologicals under the
supervision of a licensed Nebraska pharmacist or licensed Nebraska physician. The
storage, control, handling, compounding, administration, provision, and dispensing of
drugs, devices, and biologicals must be in accordance with state and federal law.

Any health clinic that conducts a pharmacy or engages in the practice of pharmacy must
do so in accordance with Neb. Rev. Stat. 8§ 71-1,142 to 71-1,147.61.

Each health clinic must ensure that information relating to interactions, contraindications,
side effects, toxicology, dosage, indications for use, and routes of administration for drugs,
devices, and biologicals is available to staff at all times.

7-006.09A Emergency Drugs, Devices, and Biologicals: Emergency drugs,
devices, and biologicals, as determined by the need of patients served by each
health clinic, must be readily available for use when an emergency occurs.

7-006.09B Prescribing Drugs, Devices, and Biologicals: Each health clinic must
establish appropriate policies and procedures for those personnel authorized to
receive telephone and verbal orders for drugs, devices, and biologicals. A separate
policy and procedure must be required in health clinics where drugs, devices, and
biologicals are dispensed to patients. All written orders and prescriptions must be
legible as required by 175 NAC 7-006.07A1.

7-006.09C Preparation and Compounding of Drugs, Devices, and Biologicals: A
current policy and procedure manual regarding the handling of drugs, devices and
biologicals in the health clinic must be available at all times to personnel authorized
to administer or provide such. The manual must include information on preparation
and must comply with all state and federal law regarding the practice of pharmacy.

7-006.09D Dispensing of Drugs, Devices, and Biologicals: All drugs, devices, and
biologicals dispensed from a health clinic must be dispensed by a pharmacist, a
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physician with a dispensing permit, or in accordance with Neb. Rev. Stat. 8§ 71-
1,147.39to 71-1,147.61.

7-006.09E Storage of Drugs, Devices, and Biologicals: All drugs, devices, and
biologicals must be stored in secured areas and stored in accordance with the
manufacturer’s, distributor’s, packager’s, or dispensing pharmacist’s instructions for
temperature, light, humidity, and other storage instructions. Only authorized
personnel, designated by policy and procedure of the health clinic as responsible for
administration, provision, or dispensing, must have access to drugs, devices, and
biologicals. The supply of drugs, devices, and biologicals must be protected and
restricted to use for legally authorized purposes and must be checked on a regular
basis to ensure expired, mislabeled, unlabeled, or unusable products are not
available for patient use.

7-006.09F Record Keeping: All drugs, devices, and biologicals administered,
provided, or dispensed for a patient must be recorded in the patient's medical
record. The record must specify the name, dosage, date, time, and route of
administration or provision and identification of the person who administered or
provided such.

7-006.09F1 A complete and accurate record of all drugs, devices, and
biologicals received, stored, administered, provided, dispensed, or disposed of
by the health clinic must be kept and maintained for not less than five years.

7-006.09F2 Each health clinic must have a policy and procedure for the
reporting and recording of any abuse or loss of drugs, devices, and
biologicals. Such policy must be in accordance with state and federal law
concerning abuse and loss of drugs, devices, and biologicals.

7-006.09G Sample Drugs, Devices, and Biologicals: Personnel of a health clinic
must not receive manufacturer, distributor, or packager samples in violation of any
state or federal law.

7-006.09G1 A complete and accurate record of all drugs, devices, and
biologicals samples received, stored, administered, provided, dispensed, or
disposed of by the health clinic must be kept and maintained for not less than
five years.

7-006.09G2 All samples administered, provided, or dispensed to a patient
must be recorded in the patient’s medical record.

7-006.09H Investigational Drugs, Devices, and Biologicals: All drugs, devices, and
biologicals being used as a part of a clinical investigation must be maintained in a
locked and separate area from all other drugs, devices, and biologicals. All
investigational drugs, devices, and biologicals should be administered only in
accordance with the clinical study protocol.
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7-006.091 Disposal of Drugs, Devices, and Biologicals: Each health clinic must
ensure that expired, mislabeled, unlabeled, or unusable drugs, devices, and
biologicals are not available for patient use and are disposed of in accordance with
clinic policies and state and federal law. The disposal must be conducted on a
routine basis to prevent storage of large quantities of expired, mislabeled,
unlabeled, or unusable drugs, devices, and biologicals.

7-006.10 Laboratory Services: All laboratory testing, whether provided directly by the
health clinic or through agreement, must comply with the Clinical Laboratory Improvement
Amendments of 1988 as amended (CLIA).

7-006.10A Complete laboratory test result reports must be kept in patient medical
records.

7-006.11 Radiology Services: Each health clinic that provides radiology services must
be under the direction of a physician and must comply with the provisions of Neb. Rev.
Stat. 88 71-3501 to 71-3520 of the Radiation Control Act and the regulations promulgated
thereunder.

7-006.11A Personnel performing medical radiography procedures must be licensed
in accordance with Neb. Rev. Stat. 8§ 71-3515.01 to 71-3515.02 of the Radiation
Control Act and the regulations promulgated thereunder.

7-006.12 Ambulatory Surgical Center: Each ambulatory surgical center must meet the
regulations specified in 175 NAC 7-006.01 to 7-006.09 and 7-006.15. In addition, each
ambulatory surgical center must meet all requirements to qualify for a written agreement
with the Centers for Medicare and Medicaid Services of the United States Department of
Health and Human Services or its successor to participate in Medicare as an ambulatory
surgical center as defined in 42 CFR 416.1 to 416.200 attached to these regulations and
incorporated by this reference.

7-006.12A Each ambulatory surgical center is limited to performing surgical and
other medical procedures that can be safely performed in a dedicated operating
room or suite and which may require a postoperative recovery room for
convalescent stay. An ambulatory surgical center can only provide surgical services
to persons who are admitted to and discharged from the ambulatory surgery center
within the same working day and must not retain patients past midnight of the day of
admission.

7-006.12B Each ambulatory surgical center must maintain a chronological
permanent admission and discharge record that, at a minimum, includes:

Full name of each patient;

Identification number assigned by the ambulatory surgical center;
Date and time of admission and discharge;

Surgical procedure(s) performed,;

Inclusive time of surgical procedure(s);

Name of surgeon and any assistants(s);
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7. Name of nursing personnel (scrubbing and circulating);
8. Type of anesthesia; and
9. Name and title of person administering anesthesia.

7-006.12C Each ambulatory surgical center must provide discharge planning to
patients or their designee.

7-006.12C1 |If a patient is discharged to a health care facility or health care
service, necessary medical information must be transferred to the receiving
facility or service.

7-006.12D Before discharge from the ambulatory surgical center, the patient must
be evaluated for proper recovery. Qualified personnel must remain with the patient
until the patient’s status is stable and protective reflexes have returned to normal. A
patient may be discharged only when a medical practitioner and facility policies
determine it is safe and appropriate to discharge. The ambulatory surgical center
must establish medical criteria for discharge which is consistent with prevailing
professional standards.

7-006.12E Each ambulatory surgical center must, at least annually, provide
surgeons performing surgery at the facility a report as to the number and rates of
surgical infections in patients of the surgeons.

7-006.13 Hemodialysis Services: Each health clinic providing hemodialysis services
must be licensed as a health clinic and must meet the regulations specified in 175 NAC 7-
006.01 to 7-006.11 and 7-006.15. In addition, each health clinic must meet all
requirements to qualify for a written agreement with the Centers for Medicare and
Medicaid Services of the United States Department of Health and Human Services or its
successor to participate in Medicare for hemodialysis services as defined in 42 CFR
405.2100 to 405.2163, attached to these regulations and incorporated by this reference.

7-006.14 Labor and Delivery Services: Each facility, not licensed as a hospital, that
provides labor and delivery services must be licensed as a health clinic and must meet the
regulations specified in 175 NAC 7-006.01 to 7-006.11; 7-006.15 and the following
requirements:

7-006.14A Care and Treatment: Each facility must establish and implement written
policies and procedures to ensure the safe delivery of care and treatment to
patients. The policies and procedures must include, but are not limited to, the
following:

1. Care and treatment during antepartum, intrapartum, postpartum, and
newborn care;

Appropriate attire to be worn during labor and delivery;

The use of oxytocic drugs and administration of anesthetics, sedatives,
analgesics, and other drugs, devices, and biologicals;

4. Visitation and attendance during the birth process; and

5. Method for identification of every newborn immediately after birth.

2.
3.
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7-006.14B Staff: Each facility must have a sufficient number of qualified staff to
meet the needs of patients. The staff must function in accordance with their scope
of practice.

7-006.14B1 Appropriate licensed health care professional staff must be on
call at all times and available on-site at the facility within 30 minutes.

7-006.14B2 Nursing care during labor and delivery including care of the
newborn must be supervised by a qualified registered nurse.

7-006.14B3 The direction and coordination of all medical aspects of the
facility’s policies must be by a physician designated by the governing
authority.

7-006.14B4 At least one physician, certified nurse midwife, or registered
nurse must be present at all times when a mother or newborn is in the facility.

7-006.14C Emergency Equipment and Supplies: Each facility must have the
necessary, drugs, devices, biologicals, equipment, and supplies immediately
available for provision of care and treatment should an equipment emergency arise.

7-006.14C1 The following emergency equipment must be available in the
facility to provide care to both adults and newborns:

Emergency call system;

Oxygen;

Mechanical ventilation assistance equipment including airways
and manual breathing bags;

Cardiac defibrillator;

Cardiac monitoring equipment;

Tracheotomy sets;

Laryngoscopes and endotracheal tubes; and

Suction equipment.
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7-006.14D Emergency Transfer: Each facility must have a written agreement for
emergency care with a hospital that provides obstetrical services or each medical
practitioner practicing at the facility must have admitting privileges at a transferring
hospital.

7-006.14D1 Each facility must have the capability to transfer and transport
the mother and/or newborn to the contract hospital(s) timely or have a written
contract with an ambulance service that will assure timely response.

7-006.14E Admission and Discharge: Each facility must establish and implement
criteria for rejection, admission, discharge, and continuing care of patients which is
clearly defined and made available for review to persons requesting such.
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7-006.14E1 Admissions to the facility must be restricted to low-risk patients
who have received antepartum care in accordance with the facility’s policies.

7-006.14E2 Planned Caesarean Section procedures are prohibited.

7-006.14E3 Each mother and newborn must be discharged within 24 hours
after admission, in a condition which will not endanger the well-being of either.
If the condition of mother or newborn does not allow discharge within 24
hours, then transfer to a hospital must occur.

7-006.14E4 Verbal and written instructions must be provided for observation
and care of both the mother and newborn after discharge. The mother and
newborn must be discharged in the care of the father or a responsible adult
who will assist in their transport from the facility.

7-006.14F Records: Each facility must maintain a permanent admission and

discharge patient index that includes, but is not limited to:

Full name of patient and identification number assigned by the facility;
Date and time of admission and discharge;

Name of admitting physician or certified nurse midwife;

Type of anesthesia;

Time of birth;

Gender of newborn; and

Disposition or place to which mother and newborn were discharged/
transferred.

Nooswbr

7-006.14G All births must be reported in accordance with Neb. Rev. Stat. § 71-604.

7-006.15 Environmental Services: Each health clinic must provide a safe, clean, and

comfortable environment for patients. Every detached building on the same premises
used for care and treatment must comply with 175 NAC 7.

7-006.15A Housekeeping and Maintenance: The facility must provide the

necessary housekeeping and maintenance to protect the health and safety of
patients.

7-006.15A1 The facility’s buildings and grounds must be kept clean, safe and
in good repair.

7-006.15A2 All garbage and rubbish must be disposed of in such a manner
as to prevent the attraction of rodents, flies, and all other insects and vermin.
Garbage must be disposed in such a manner as to minimize the transmission
of infectious diseases and minimize odor.

7-006.15A3 The facility must maintain adequate lighting, environmental

temperatures, and sound levels in all areas that are conducive to the care and
treatment provided.
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7-006.15A4 The facility must maintain and equip the premises to prevent the
entrance, harborage, or breeding of rodents, flies, and all other insects and
vermin.

7-006.15B Equipment, Fixtures, and Furnishings: The facility must provide and
maintain all equipment, fixtures, and furnishings clean, safe and in good repair.

7-006.15B1 The facility must establish and implement a process designed for
routine and preventative maintenance of equipment and furnishings to ensure
that such equipment and furnishings are safe and function to meet the
intended use.

7-006.15C Linens: The facility must maintain an adequate supply of linen
necessary for the care and treatment of patients. Linen must be clean and in good
repair.

7-006.15C1 The facility must establish and implement procedures for the
storage and handling of soiled and clean linens.

7-006.15C2 When the facility provides laundry services, water temperatures
to laundry equipment must exceed 160 degrees Fahrenheit or the laundry
may be appropriately sanitized or disinfected by another acceptable method in
accordance with manufacturer’s instructions.

7-006.15D Pets: The health clinic must assure any facility owned pet does not
negatively affect patients. The health clinic must have policies and procedures
regarding pets that include:

1. An annual examination by a licensed veterinarian;

2. Vaccinations as recommended by the licensed veterinarian that include,
at a minimum, current vaccination for rabies for dogs, cats, and ferrets;

3. Provision of pet care necessary to prevent the acquisition and spread of
fleas, ticks and other parasites; and

4, Responsibility for care and supervision of the pet by health clinic staff.

7-006.15E  Environmental Safety: The health clinic must be responsible for
maintaining the environment in a manner that minimizes accidents.

7-006.15E1 The facility must maintain the environment to protect the health
and safety of patients by keeping surfaces smooth and free of sharp edges,
mold, or dirt; keeping floors free of objects and slippery or uneven surfaces
and keeping the environment free of other conditions which may pose a
potential risk.

7-006.15E2 The facility must maintain all doors, stairways, passageways,

aisles, or other means of exit in a manner that provides safe and adequate
access for care and treatment.
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7-006.15E3 The facility must provide water for bathing and handwashing at

safe and comfortable temperatures to protect patients from potential for burns
or scalds.

7-006.15E3a The facility must monitor and maintain water temperatures
that accommodate comfort and preferences but not to exceed the
following temperatures:

1. Water temperature at patient handwashing fixtures must not
exceed 120 degrees Fahrenheit.

2. Water temperatures at bathing and therapy fixtures must not
exceed 110 degrees Fahrenheit.

7-006.15E4  The facility must establish and implement policies and
procedures to ensure hazardous/poisonous materials are properly handled
and stored to prevent accidental ingestion, inhalation, or consumption of the
hazardous/poisonous materials by patients.

7-006.15E5 The facility must restrict access to mechanical equipment which
may pose a danger to patients.

7-006.15F Disaster Preparedness and Management: The health clinic must

establish and implement disaster preparedness plans and procedures to ensure that
patient care and treatment, safety, and well-being are provided and maintained
during and following instances of natural (tornado, flood, etc.) and other disasters,
disease outbreaks, or other similar situations causing patients to remain at the clinic.
Such plans and procedures must address and delineate:

1. How the clinic will maintain the proper identification of each patient to
ensure that care and treatment coincide with the patient’s needs;

2. How the clinic will move patients to points of safety or provide other
means of protection when all or part of the building is damaged or
uninhabitable due to natural or other disaster;

3. How the clinic will protect patients during the threat of exposure to the
ingestion, absorption, or inhalation of hazardous substances or
materials;

4, How the clinic will provide food, water, medicine, medical supplies, and
other necessary items for care and treatment in the event of a natural or
other disaster; and

5. How the clinic will provide for the comfort, safety, and well-being of
patients in the event of 24 or more consecutive hours of:

a. Electrical or gas outage;
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b. Heating, cooling, or sewer system failure, or
c. Loss or contamination of water supply.

7-007 PHYSICAL PLANT STANDARDS: All health clinics must be designed, constructed, and
maintained in a manner that is safe, clean, and functional for the type of care and treatment to
be provided. The physical plant standards for health clinics, which include support services,
care and treatment areas, construction standards, building systems and waivers, are set forth
below.

7-007.01 Support Areas: The health clinic may share the following support areas among
detached structures, care and treatment areas, or with other licensed facilities.

7-007.01A Dietary: If food preparation is provided on site, the facility must dedicate
space and equipment for the preparation of meals. Food service physical
environment and equipment must comply with the Food Code.

7-007.01B Laundry: If the facility provides laundry services, the service may be
provided by contract or on-site by the facility.

7-007.01B1 Contract: If contractual services are used, the facility must have
areas for soiled linen awaiting pickup and separate areas for storage and
distribution of clean linen.

7-007.01B2 On-site: If on-site services are provided, the facility must have
areas dedicated to laundry.

7-007.01B2a In new construction, if the facility processes bulk laundry,
the laundry must be divided into separate soiled (sort and washer areas)
and clean (drying, folding, and mending areas) rooms with a separate
soaking and hand washing sink in the laundry area.

7-007.01B2b Separate clean linen supply storage facilities must be
conveniently located to care and treatment locations.

7-007.01C Diagnostic: If the facility provides radiology or laboratory services, the
services must comply with the following:

7-007.01C1 Imaging rooms must accommodate the operational and shielding
requirements of the equipment installed, condition of the patient, and provide
clear floor area adequate for the safety of staff and patients.

7-007.01C2 Laboratory areas must provide for sample collection and
protection, analyzing, testing, and storage. The facility must handle all
potentially contagious and hazardous samples in a manner as to minimize
transmission of infectious diseases.

7-007.01D Waste Processing: The health clinic must provide areas to collect,
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contain, process, and dispose of medical and general waste produced within the
health clinic in such a manner as to prevent the attraction of rodents, flies, and all
other insects and vermin, and to minimize the transmission of infectious diseases.

7-007.01E Housekeeping Room: The facility must have a room with a service sink
and space for storage of supplies and housekeeping equipment.

7-007.02 Care and Treatment Areas: The health clinic must not share the following care
and treatment areas among detached structures or with other facilities operated by
another licensee. Care and treatment areas must comply with the following:

7-007.02A Staff Areas: Health clinics that provide nursing services must provide
the following support areas for each distinct patient care and treatment areas.

7-007.02A1 Control Point: The facility must have an area or areas for
charting and patient records, and call and alarm annunciation systems.

7-007.02A2 Medication Station: The facility must have a medication station
for storage and distribution of drugs and routine medications. Distribution may
be done from a medicine preparation room or unit, from a self-contained
medicine-dispensing unit, or by another system. If used, a medicine
preparation room or unit must be under visual control of nursing staff and must
contain a work counter, sink, refrigerator, and double-locked storage for
controlled substances.

7-007.02A3 Patient Facilities: The facility must have space for patient care,
treatment, consultation, and waiting area.

7-007.02A4 Utility Area: The facility must have a work area where clean
materials are assembled. The work area must contain a work counter, a
handwashing fixture, and storage facilities for clean and sterile supplies. If the
area is used only for storage and holding as part of a system for distribution of
clean and sterile supply materials, the work counter and handwashing fixtures
may be omitted. A facility must have separate work rooms or holding rooms
for soiled materials. A work room for soiled materials must contain a fixture
for disposing wastes and a handwashing sink.

7-007.02B Equipment and Supplies: The health clinic must have services and
space to distribute, maintain, clean, and sanitize durable medical instruments,
equipment, and supplies required for the care and treatment performed in the
facility.

7-007.02B1 Durable Medical: The facility must ensure that the durable
medical equipment is tested and calibrated in accordance with the
manufacturer’'s recommendations.

7-007.02B2 Sterile Processing: |If sterile processing is completed onsite, the
facility must have areas for decontamination and sterilizing of durable medical
instruments and equipment.
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7-007.02B2a The facility must provide separate sterile processing and
waste processing areas.

7-007.02B2b In new construction and where provided, central sterile
processing service area(s), must have separate soiled (sorting and
decontamination) and clean (sterilizing and processing) rooms. The
facility must have handwashing sinks in both clean and soiled rooms.

7-007.02B3 Required Equipment: The facility must provide equipment

adequate for meeting the care and treatment needs of patients.

7-007.02B4 Equipment Storage: The facility must have space to store

equipment, stretchers, wheelchairs, supplies, and linen out of the path of
normal traffic.

7-007.02C Surgery: A health clinic providing surgical services must have at least

one operating or procedure room and the following support areas. In new
construction and facilities with more than two surgery rooms, the following support
areas and central processing areas must be located in restricted access areas:

1.

Preoperative Patient Area: Preoperative patient area(s) must have
sufficient space and equipment to accommodate both ambulatory and
non-ambulatory patients. These areas must be under the direct visual
control of the nursing staff.

Recovery Area: Recovery area(s) must contain a medication station,
handwashing sink, charting area, provisions for bedpan cleaning, and
equipment and supply storage space.

Dressing Area: The facility must have patient dressing and toilet rooms
separate from staff gowning areas.

Housekeeping Room: The facility must have soiled utility and
housekeeping areas exclusively for the surgical suite.

7-007.02D Emergency Care: A health clinic providing emergency services must

have at least one procedure or treatment room. To support the provision of
emergency care, the facility must have the following:

1.

Entrance: A well marked, illuminated covered entrance at grade level
for emergency vehicle and pedestrian access;

Waiting Area: Patient and visitor waiting area(s) that are in direct
observation of the reception, triage, or control station, and have access
to a public phone and drinking fountain;

Storage:  Storage areas for general medical/surgical emergency
supplies, medications, and equipment under staff control and out of the
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path of normal traffic; and

4. Toilet Room: A patient toilet room with handwashing sink which is
convenient to the procedure or treatment room(s).

7-007.02E Rehabilitation: A facility providing rehabilitation services must have at
least one treatment room or cubicle, an area for specialized treatment and care,
handwashing sink(s), storage for equipment and supplies, call system, medication
storage, and distribution, and areas to allow for patient toileting, dressing, and
consultation.

7-007.02F Obstetrics: A facility providing obstetric services must have at least one
patient room, space, and equipment to allow for care and treatment of both mother
and infant, handwashing sink, storage for equipment and supplies, call and alarm
annunciation systems, medication storage, and distribution, and convenient
accommaodations for patient toileting, dressing, and consultation.

7-007.03 Construction Standards: All health clinics must be designed, constructed, and
maintained in a manner that is safe, clean, and functional for the type of care and
treatment to be provided. The standards for such facilities are set forth below.

7-007.03A Codes and Guidelines

7-007.03A1 New Construction: New construction must comply with the
following codes and guidelines to provide a safe and accessible environment
that is conducive to the care and treatment to be provided:

1. Building: Building Construction Act, Neb. Rev. Stat. 8§ 71-6401 to
71-6407;

2. Plumbing: Plumbing Ordinance or Code, Neb. Rev. Stat. § 18-
1915;

3. Electrical: State Electrical Act, Neb. Rev. Stat. 8§ 81-2101 to 81-
2143;

4, Elevators: Nebraska Elevator Code, Neb. Rev. Stat. § 48-418.12
and Department of Labor Regulations, 230 NAC 1;

5. Boiler: Boiler Inspection Act, Neb. Rev. Stat. 88 48-719 to 48-743;

6 Accessibility: Nebraska Accessibility Requirements, State Fire
Marshal Regulations, 156 NAC 1 to 12;

7. Design: Guidelines for Design and Construction of Hospitals and
Health Care Facilities, Chapter 9, 2001 edition, published by the
American Institute of Architects; and

8. Energy: Nebraska Energy Code, Neb. Rev. Stat. 8§ 81-1608 to
81-1626, for construction initiated on or after July 1, 2005.

7-007.03A2 All Facilities: All facilities must comply with the following
applicable codes and standards to provide a safe environment:

39



EFFECTIVE NEBRASKA HEALTH AND HUMAN SERVICES HC
1/16/07 REGULATION AND LICENSURE 175 NAC 7

1. Fire Codes: Nebraska State Fire Code Regulations, State Fire
Marshal, 153 NAC 1; and

2. The Food Code, Neb. Rev. Stat. § 81-2,244.01, as published by
the Nebraska Department of Agriculture, except for compliance
and enforcement provisions.

7-007.03A3 Existing and New Facilities: Existing and new facilities must
comply with the physical plant standards contained in 175 NAC 7-007. The
facility must maintain all building materials and structural components so that
total loads imposed do not stress materials and components more than one
and one half times the working stresses allowed in the building code for new
buildings of similar structure, purpose, or location.

7-007.03B Conflicts in Standards: In situations where the referenced codes and
guidelines conflict with 175 NAC 7, the adopted rules and regulations of the
Department and the Nebraska State Fire Marshal will prevail.

7-007.03C Interpretations: All dimension, sizes, and quantities; noted herein will be
determined by rounding fractions to the nearest whole number.

7-007.03D Floor Area: Floor area is the space with ceilings at least seven feet in
height and does not include areas such as enclosed storage, toilets, and bathing
rooms, corridors, and halls. The space beyond the first two feet of vestibules and
alcoves less than five feet in width will not be included in the required floor area. In
rooms with sloped ceilings, at least half of the ceiling must be at least seven feet in
height with areas less than five feet in height, not included in the required floor area.

7-007.03E _Bathing Rooms: If the facility provides a tub or shower for patient
bathing, they must be equipped with hand grips or other assistive devices.

7-007.03F Toilet Rooms: The facility must provide at least one room with a toilet
and sink for patient use.

7-007.03G _Patient Rooms: The facility may provide rooms of the following types
which allow for sleeping, afford privacy, provide access to furniture and belongings,
and accommodate the care and treatment provided to the patient.

7-007.03H lIsolation Rooms: The number and type of isolation rooms in a health
clinic must be determined by the facility and must ensure a safe environment for
patients.

7-007.031 Observation Areas: If the facility provides medical observation or
behavior intervention methods, the facility must provide one or more appropriately
equipped rooms for patients needing close supervision. Each room must:

1. Have appropriate temperature control, ventilation, and lighting;
2. Be void of unsafe wall or ceiling fixtures and sharp edges;
3. Have a way to observe the patient, such as an observation window or if
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necessary, flat wall mirrors so that all areas of the room are observable
by staff from outside of the room;

4. Have a way to assure that the door cannot be held closed by the patient
in the room which could deny staff immediate access to the room; and

5. Be equipped to minimize the potential of the patient’'s escape, injury,
suicide, or hiding of restricted substances.

7-007.03J) Bassinets: Each bassinet must have a minimum floor area of 40 square
feet with at least 3 feet between bassinets.

7-007.03K Cubicles: Patient care and treatment cubicles must have a minimum
floor area of 60 square feet with at least 3 feet between bedsides and adjacent side
walls.

7-007.03L  Examination Rooms: Each examination room must have a minimum
floor area of 80 square feet and a minimum of 3 feet clear dimension around 3 sides
of the examination table or chair.

7-007.03M Treatment Rooms: Treatment room for procedures performed under
topical, local, or regional anesthesia without pre-operative sedation must have a
minimum floor area of 120 square feet and a minimum of 10 feet clear dimension.

7-007.03N _Procedure Rooms: Procedure rooms for invasive and minor surgical
procedures performed in conjunction with oral, parenteral, or intravenous sedation
or under analgesic or dissociative drugs must have a minimum floor area of 200
square feet and a minimum of 14 feet clear dimension.

7-007.030 Operating Rooms: Operating rooms for major surgical procedures that
require general or regional block anesthesia and support of vital bodily functions
must have a minimum floor area of 300 square feet and a minimum of 16 feet clear
dimension.

7-007.03P_Corridors: The facility corridors must be wide enough to allow passage
and be equipped as needed by the patients with safety and assistive devices to
minimize injury. All stairways and ramps must have handrails.

7-007.03Q Doors: The health clinic doors must be wide enough to allow passage
and be equipped for privacy, safety, and with assistive devices to minimize patient
injury.

7-007.03Q1 All toilet and bathing room doors must provide privacy yet not
create seclusion or prohibit staff access for routine or emergency care.

7-007.03Q2 In new construction all toilet and bathing rooms used by patients

with less than 50 square feet of clear floor area must not have doors that
solely swing inward.
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7-007.03Q3 Doors may prevent escape and create seclusion where
therapeutically required, such as emergency protective custody, detoxification
and psychiatric locations.

7-007.03R Outdoor Areas: Any outdoor area for patient usage provided by the
facility must be equipped and situated to allow for patient safety and abilities.

7-007.03S Handwashing Sinks: The facility must provide a handwashing sink
equipped with towels and soap dispenser in all examination, treatment, isolation,
and procedure rooms; available to every four care and treatment cubicle locations;
and one scrub sink near the entrance of each operating room.

7-007.03T Privacy: In multiple bed patient care and treatment rooms, visual
privacy, and window curtains must be provided for each patient. In new
construction and new facilities, the curtain layout must totally surround each care
and treatment location which will not restrict access to the entrance to the room,
lavatory, toilet, or enclosed storage facilities.

7-007.03U Finishes: Room finishes in care and treatment areas must comply with
the following:

1. Washable room finishes provided in procedure rooms, existing isolation
rooms, sterile processing rooms, workroom, laundry, and food-
preparation areas must have smooth, non-absorptive surfaces which are
not physically affected by routine housekeeping cleaning solutions and
methods. Acoustic and lay-in ceilings, if used, must not interfere with
infection control. Perforated, tegular, serrated cut, or highly textured
tiles are not acceptable.

2. Scrubbable room finishes provided in operating rooms and new isolation
rooms must have smooth, non-absorptive, non-perforated surfaces that
are not physically affected by harsh germicidal cleaning solutions and
methods.

7-007.04 Building Systems: Health clinics must have building systems that are designed,
installed and operated in such a manner as to provide for the safety, comfort, and well
being of the patient.

7-007.04A Water and Sewer Systems: The facility must have and maintain an
accessible, adequate, safe, and potable supply of water. Where an authorized
public water supply of satisfactory quantity, quality, and pressure is available, the
facility must be connected to it and its supply used exclusively.

7-007.04A1 The collection, treatment, storage, and distribution potable water
system of a facility that regularly serves 25 or more individuals must be
constructed, maintained, and operated in accordance with all provisions of the
Nebraska Safe Drinking Water Act and Title 179 Regulations Governing
Public Water Systems.
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7-007.04A2 The collection, treatment, storage and distribution potable water
system of a facility that serves less than 25 individuals on a regular basis must
be maintained and operated as if it were a public water system in accordance
with the Regulations Governing Public Water Systems, 179 NAC 2-002, 3 and
4. The facilities must report to the Department the result of all tests that
indicate the water is in violation of the standards set out in 179 NAC 2-002 or
3. The facilities must construct all water wells in accordance with 178 NAC
12, Water Well Construction, Pump Installation, and Water Well
Decommissioning Standards.

7-007.04A3 The water distribution system must be protected with anti-siphon
devices, and air-gaps to prevent potable water system and equipment
contamination.

7-007.04A4 Continuously circulated filtered and treated water systems must
be provided as required for the care and treatment equipment used in the
health clinic.

7-007.04A5 The facility must maintain a sanitary and functioning sewage
system.

7-007.04B Hot Water System: The facility must maintain hot and cold water to all

hand washing and bathing locations. The hot water system must have the capacity
to provide continuous hot water at temperatures as required by 175 NAC 7.

7-007.04C Heating and Cooling Systems: The facility must provide a heating and

air conditioning system for the comfort of the patient and capable of maintaining the
temperature in patient care and treatment areas as follows:

7-007.04C1 In existing and new facilities, the systems must be capable of
producing a temperature of at least 70 degrees Fahrenheit during heating
conditions and a temperature that does not exceed 85 degrees Fahrenheit
during cooling conditions.

7-007.04C2 In new construction the systems must be capable of producing a
temperature of at least 75 degrees Fahrenheit during heating conditions and a
temperature that does not exceed 80 degrees Fahrenheit during cooling
conditions.

7-007.04C3 In new construction, central air distribution, and return systems
must have the following percent dust rated filters :

1. General areas: 30 +% ; and
2. Procedure and operating rooms: 90 +% .

7-007.04C4 Surgical areas must have heating and cooling systems that are
capable of producing room temperatures at a range between 68 and 73
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degrees Fahrenheit and humidity at a range between 30 and 60% relative
humidity.

7-007.04C5 Airflow must move from clean to soiled locations. In new
construction, air movement must be designed to reduce the potential of
contamination of clean areas.

7-007.04C6 Floors in operating, procedure, and other locations subject to wet
cleaning methods or body fluids must not have openings to the heating and
cooling system.

7-007.04D Ventilation System: All facilities must provide exhaust and clean air to

prevent the concentrations of contaminants which impair health or cause discomfort
to patients and employees.

7-007.04D1 Existing and new facilities must have adequate ventilation.

7-007.04D2 New construction must provide mechanical exhaust ventilation
system for windowless toilets, baths, laundry rooms, housekeeping rooms,
kitchens, and similar rooms at ten air changes per hour.

7-007.04D3 New construction must provide mechanical ventilation system(s)
capable of providing air changes per hour (hereafter ACH) as follows:

1. Care and treatment areas: 5 ACH;
2. Procedure and respiratory isolation areas: 15 ACH; and
3. Operating rooms: 20 ACH.

7-007.04E Electrical System: The facility must have an electrical system that has

sufficient capacity to maintain the care and treatment services that are provided and
that properly grounds care and treatment areas.

7-007.04E1 New construction and new facilities must have ground fault circuit
interrupters protected outlets in wet areas and within 6 feet of sinks.

7-007.04E2 All facilities must provide minimum illumination levels as follows:

1. General purpose areas: 5 foot candles;

2. General corridors: 10 foot candles;

3. Personal care and dining areas: 20 foot candles;

4, Reading and activity areas: 30 foot candles;

5. Food preparation areas: 40 foot candles;

6. Hazardous work surfaces: 50 foot candles;

7. Care and treatment locations: 70 foot candles;

8. Examination task lighting: 100 foot candles;

9. Procedure task lighting: 200 foot candles; and
10. Surgery task lighting: 1000 foot candles.
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Light levels are measured at 30 inches above the floor in multiple areas in the
room being evaluated and the readings are averaged.

7-007.04F Essential Power System: Facilities must have an emergency power
generator for all care and treatment locations which involve general anesthetics or
electrical life support equipment, and in emergency procedure and treatment rooms.

7-007.04F1 Existing and new facilities must maintain emergency power for
essential care and treatment equipment and lighting, medical gas systems,
and nurse call systems.

7-007.04F2 New construction must maintain emergency power for essential
care and treatment equipment and lighting, medical gas systems, ventilation
and heating systems, and nurse call systems.

7-007.04F3 Facilities with electrical life support equipment must maintain
essential power systems and must have on-site fuel source. The minimum
fuel source capacity must allow for non-interrupted system operation.

7-007.04G_Call Systems: Call system(s) must be operable from patient procedure
and operating rooms, recovery bed, and toilet areas. The system must transmit a
receivable (visual, audible, tactile, or other) signal to on-duty staff which readily
notifies and directs the staff to the location where the call was activated.

7-007.04G1 In new construction, the call system must have a dedicated
emergency call device which allows activation by a patient from treatment
rooms and cubicles, and toilet and bathing fixtures.

7-007.04G2 In new construction, in locations where patients are unable to
activate the call, a dedicated staff assist call device must promptly summon
other staff for assistance.

7-007.04G3 Existing health clinics, except ambulatory surgical centers, that
do not have a nurse call system are not required to provide a nurse call
system.

7-007.04H Medical Gas System: The facility must safely provide medical gas and
vacuum by means of portable equipment or building systems as required by patients
receiving care and treatment.

7-007.04H1 The installation, testing, and certification of nonflammable
medical gas, clinical vacuum, and air systems must comply with the
requirements of 153 NAC 1, Nebraska State Fire Code Regulations.

7-007.04H2 The facility must identify portable and system components, and
periodically test and approve all medical gas piping, alarms, valves, and
equipment for patient care and treatment. The facility must document such
approvals for review and reference.
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7-007.05 Waivers: The Department may waive any provision of 175 NAC 7 relating to

construction or physical plant requirements of a health clinic upon proof by the licensee
satisfactory to the Department (a) that such waiver would not unduly jeopardize the
health, safety, or welfare of the persons served by the facility, (b) that such provision
would create an unreasonable hardship for the facility, and (c) that such waiver would not
cause the State of Nebraska to fail to comply with any applicable requirements of
Medicare or Medicaid so as to make the state ineligible for the receipt of all funds to which
it might otherwise be entitled.

7-007.05A Unreasonable Hardship: In evaluating the issue of unreasonable

hardship, the Department will consider the following:

1.
2.

4.
5.

The estimated cost of the modification or installation;

The extent and duration of the disruption of the normal use of areas
used by persons residing in or served by the facility resulting from
construction work;

The estimated period over which the cost would be recovered through
reduced insurance premiums and increase reimbursement related to
costs;

The availability of financing; and

The remaining useful life of the building.

7-007.05B Waiver Terms and Conditions: Any such waiver may be granted under

the terms and conditions and for such period of time as are applicable and
appropriate to the waiver. Terms and conditions and period of waiver include but
are not limited to:

1.

2.

Waivers that are granted to meet the special needs of a patient remain
in effect as long as required by the patient;

Waivers may be granted for a period of time that ends at the time the
conditions of approval no longer exist;

Waivers may be granted to permit a facility time to come into
compliance with the physical plant standards for a period of one year.
Upon submission of proof of ongoing progress, the waiver may be
continued for an additional year; and

An applicant or licensee must submit a request for waiver of any
construction or physical plant requirements set forth in 175 NAC 7. An
applicant for a waiver may construct a request for a waiver form or
obtain a form from the Department.

7-007.05C Denial of Waiver: If the Department denies a health clinic’s request for
waiver, the facility may request an administrative hearing as provided in the
Administrative Procedure Act (APA) and the Department’'s rules and regulations
adopted and promulgated under the APA.
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7-008 DENIAL, REFUSAL TO RENEW, OR DISCIPLINARY ACTION

7-008.01 Grounds for Denial, Refusal to Renew or Disciplinary Action:

7-008.01A The Department may deny or refuse to renew a health clinic license for
failure to meet the requirements for licensure, including:

1.
2.

3.

Failing an inspection specified in 175 NAC 7-005;

Having had a license revoked within the two-year period preceding an
application; or

Any of the grounds specified in 175 NAC 7-008.01B.

7-008.01B The Department may take disciplinary action against a health clinic
license for any of the following grounds:

1.

Violation of any of the provisions of the Health Care Facility Licensure
Act, or 175 NAC 7,

Committing or permitting, aiding, or abetting the commission of any
unlawful act;

Conduct or practices detrimental to the health or safety of a health clinic
patient or employee;

A report from an accreditation body or public agency sanctioning,
modifying, terminating, or withdrawing the accreditation or certification of
the health clinic;

Failure to allow an agent or employee of the Department of Health and
Human Services, the Department of Health and Human Services
Finance and Support, or the Department of Health and Human Services
Regulation and Licensure access to the health clinic for the purposes of
inspection, investigation, or other information collection activities
necessary to carry out the duties of such departments;

Discrimination or retaliation against a health clinic patient or employee
who has submitted a complaint or information to the Department of
Health and Human Services, the Department of Health and Human
Services Finance and Support, or the Department of Health and Human
Services Regulation and Licensure;

Discrimination or retaliation against a health clinic patient or employee
who has presented a grievance or information to the office of the state
long-term care ombudsman;

Failure to allow a state long-term care ombudsman or an ombudsman
advocate access to the health clinic for the purposes of investigation
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necessary to carry out the duties of the office of the state long-term care
ombudsman as specified in 15 NAC 3;

9.  Violation of the Emergency Box Drug Act;

10. Failure to file a report of payment or action taken due to a liability claim
or an alleged violation, as required by Neb. Rev. Stat. § 71-168.02;

11. Violation of the Medication Aide Act; or

12. Failure to file a report of suspected abuse or neglect as required by
Neb. Rev. Stat. 8§ 28-372 and 28-711.

7-008.02 Procedures for Denial, Refusal to Renew, or Disciplinary Action:

7-008.02A If the Department determines to deny, refuse renewal of, or take
disciplinary action against a license, the Department will send a notice to the
applicant or licensee, by certified mail to the last address shown on its records The
notice will state the determination, including a specific description of the nature of
the violation and the statute or regulation violated, and the type of disciplinary action
pending.

7-008.02B The denial, refusal to renew, or disciplinary action will become final 15
days after the mailing of the notice unless the applicant or licensee, within such 15-
day period, makes a written request to the Director for an informal conference or an
administrative hearing.

7-008.02C Informal Conference

7-008.02C1 At the request of the applicant or licensee, the Department will
hold an informal conference within 30 days of the receipt of the request. The
conference will be held in person or by other means, at the request of the
applicant or licensee.

If the pending action is based on an inspection, the Department’s
representative at the conference will not be the individual who did the
inspection.

7-008.02C2 Within 20 working days of the conference, the Department
representative will state in writing the specific reasons for affirming, modifying,
or dismissing the notice. The representative will send a copy of the statement
to the applicant or licensee by certified mail to the last address shown in the
Department’s records and a copy to the Director.

7-008.02C3 If the applicant or licensee successfully demonstrates at the
informal conference that the deficiencies should not have been cited in the
notice, the Department will remove the deficiencies from the notice and
rescind any sanction imposed solely as a result of those cited deficiencies.
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7-008.02C4 If the applicant or licensee contests the affirmed or modified
notice, the applicant or licensee must submit a request for hearing in writing
within five working days after receipt of the statement.

7-008.02D Administrative Hearing

7-008.02D1 When an applicant or a licensee contests the notice and request
a hearing, the Department will hold a hearing in accordance with the
Administrative Procedure Act (APA) and the Department’s rules and
regulations adopted and promulgated under the APA. Either party may
subpoena witnesses, who must be allowed fees at the rate prescribed by Neb.
Rev. Stat. 88 33-139 and 33-139.01.

7-008.02D2 On the basis of evidence presented at the hearing, the Director
will affirm, modify, or set aside the determination. The Director’s decision will:

1. Be in writing;

2. Be sent by registered or certified mail to the applicant or licensee;
and

3. Become final 30 days after mailing unless the applicant or
licensee, within such 30-day period, appeals the decision.

7-008.02D3 An applicant or a licensee’s appeal of the Director’'s decision
must be in accordance with the APA.

7-008.03 Types of Disciplinary Action

7-008.03A The Department may impose any one or a combination of the following
types of disciplinary action against the license of a health clinic:

1. A fine not to exceed $10,000 per violation;

2. A prohibition on admissions or re-admissions, a limitation on enrollment,
or a prohibition or limitation on the provision of care or treatment;

3. A period of probation not to exceed two years during which the facility or
service may continue to operate under terms and conditions fixed by the
order of probation;

4. A period of suspension not to exceed three years during which the
facility or service may not operate; and

5. Revocation which is a permanent termination of the license. The
licensee may not apply for a license for a minimum of two years after the
effective date of the revocation.

7-008.03B In determining the type of disciplinary action to impose, the Department
will consider:

1. The gravity of the violation, including the probability that death or
serious physical or mental harm will result;
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The severity of the actual or potential harm;

The extent to which the provisions of applicable statutes, rules, and
regulations were violated,;

4, The reasonableness of the diligence exercised by the health clinic in
identifying or correcting the violation;

Any previous violations committed by the health clinic; and

The financial benefit to the facility of committing or continuing the
violation.

wnN
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7-008.03C If the licensee fails to correct a violation or to comply with a particular
type of disciplinary action, the Department may take additional disciplinary action as
described in 175 NAC 7-008.03A.

7-008.03D Temporary Suspension or Temporary Limitation: If the Department
determines that patients of the health clinic are in imminent danger of death or
serious physical harm, the Director may:

1. Temporarily suspend or temporarily limit the health clinic license,
effective when the order is served upon the health clinic. If the licensee
is not involved in the daily operation of the health clinic, the Department
will mail a copy of the order to the licensee, or if the licensee is a
corporation, to the corporation’s registered agent;

Order the immediate removal of patients; or

Order the temporary closure of the health clinic pending further action
by the Department.

wn

The Department will simultaneously institute proceedings for revocation,
suspension, or limitation of the license, and will conduct an administrative hearing
no later than ten days after the date of the temporary suspension or temporary
limitation.

7-008.03D1 The Department will conduct the hearing in accordance with the
Administrative Procedure Act (APA) and the Department’'s rules and
regulations adopted and promulgated under the APA. Either party may
subpoena witnesses, who must be allowed fees at the rate prescribed by Neb.
Rev. Stat. §8 33-139 and 33-139.01.

7-008.03D2 If a written request for continuance of the hearing is made by the
licensee, the Department will grant a continuance, which may not exceed 30
days.

7-008.03D3 On the basis of evidence presented at the hearing, the Director
will:

1. Order the revocation, suspension, or limitation of the license; or
2. Set aside the temporary suspension or temporary limitation.
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If the Director does not reach a decision within 90 days of the date of the
temporary suspension or temporary limitation, the temporary suspension or
temporary limitation will expire.

7-008.03D4 Any appeal of the Department’s decision after hearing must be in
accordance with the APA.

7-008.04 Reinstatement from Disciplinary Probation, Suspension, and Re-licensure

Following Revocation

7-008.04A Reinstatement at the End of Probation or Suspension

7-008.04A1 Reinstatement at the End of Probation: A license may be
reinstated at the end of probation after the successful completion of an
inspection, if the Department determines an inspection is warranted.

7-008.04A2 Reinstatement at the End of Suspension: A license may be
reinstated at the end of suspension following:

1. Submission of an application to the Department for renewal that
conforms to the requirements of 175 NAC 7-003.02;

2. Payment of the renewal fee as specified in 175 NAC 7-004.09;
and

3. Successful completion of an inspection.

The Department will reinstate the license when it finds, based on an
inspection as provided for in 175 NAC 7-005, that the health clinic is in
compliance with the operation, care, treatment, and physical plant
requirements of 175 NAC 7-006 and 7-007.

7-008.04B Reinstatement Prior to Completion of Probation or Suspension

7-008.04B1 Reinstatement Prior to the Completion of Probation: A licensee
may request reinstatement prior to the completion of probation and must meet
the following conditions:

1. Submit a petition to the Department stating:

a. The reasons why the license should be reinstated prior to
the probation completion date; and

b. The corrective action taken to prevent recurrence of the
violation(s) that served as the basis of the probation; and

2. Successfully complete any inspection that the Department
determines necessary.
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7-008.04B2 Reinstatement Prior to Completion of Suspension: A licensee
may request reinstatement prior to the completion of suspension and must
meet the following conditions:

1. Submit a petition to the Department stating:
a. The reasons why the license should be reinstated prior to
the suspension completion date; and
b. The corrective action taken to prevent recurrence of the
violation(s) that served as the basis of the suspension.
2. Submit a written renewal application to the Department as
specified in 175 NAC 7-003.02;
3. Pay the renewal fee as specified in 175 NAC 7-004.09; and
4, Successfully complete an inspection.
7-008.04B3 The Director will consider the petition submitted and the results of
any inspection or investigation conducted by the Department and:
1. Grant full reinstatement of the license;
2. Modify the probation or suspension; or
3. Deny the petition for reinstatement.
7-008.04B4 The Director’s decision is final 30 days after mailing the decision
to the licensee unless the licensee requests a hearing within the 30-day
period. The requested hearing will be held according to rules and regulations
of the Department for administrative hearings in contested cases.
7-008.04C Re-Licensure After Revocation: A health clinic license that has been
revoked is not eligible for re-licensure until two years after the date of revocation.
7-008.04C1 A health clinic seeking re-licensure must apply for an initial
license and meet the requirements for initial licensure in 175 NAC 7-003.01.
7-008.04C2 The Department will process the application for re-licensure in
the same manner as specified in 175 NAC 7-003.01.

Approved by the Attorney General 1/8/07

Approved by the Governor 1/11/07

Filed with the Secretary of State 1/11/07

Effective 1/16/07
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Centers for Medicare & Medicaid Services, HHS

(b Physician fee schadule. (1) Bervices
furnished by a resident in a nonpro-
vider eetting are covered as physlcian
services and payable under the phiysi-
clan fee schedule if the followine re-
gquirements are met:

(1) The resident is fully licensed to
practice medicine, oeteopathy, den-
tistry, or podiatry in the State in
which the service is performed.

(1i1 The time spent in patient care ao-
tivities in the nonprovider settinge is
not. incladed in a teaching hoespital’s
full-time equivalency resident count
for the puarpoese of direct GME pay-
ments.

(Z2) PaFyment may be made regardless
of whether a resident is functioning
within the scope of hie or her GME pro-
gram in the nonprovider setbtine.

(3) If fee scheduls payment is made
for the resident’s pervices in a nonpro-
vider setting, payment must not be
made for the services of a teaching
phveician.

{41 The carrier must apply the physi-
cilan fee schedule payment ruales set
forth in subpart A of part 414 of this
chapter to payments for services fur-
nished by a resldent in a nonprovider
petting.

[6l FE 63178, Dec. 8, 186, as amended at TO
FE 47450, Ang. 13, J005]

$415.208 Services of
residents.

{a) Defindtion. Por purposes of thise
sectlon, the term services of moon-
Dghfing residents refers to services that
licensed resldents perform that are
outaide the scope of an approved GME
Prograln.

(b Services in GME program hospitals.
1y The services of residenta to inpa-
tients of hoepitals in which the resi-
dentas have their approved GME pro-
graim are not coveread as physiclan serv-
lees arnd are pavable under §5413.95
through 41333 regording direct GME
payments.

(2) Bervices of residents that are not
related to their approved GME pro-
grams and are performed in an out-
patient departiment or emersency de-
partiment of a hospital in which they
have thelr training prograin are cov-
ered as physician services and parable
under the physician fes schedule if all
of the followine criteria are met:

moonlighting

PL 416

(1) The services are identifiable plhy-
gleian services and meet the conditions
for payment of phreician eervices to
beneficiaries in providers in §416.1080a).

(ii) The resident s fully licensed to
practice medicine, osteopathy, den-
tistry, or podiatry by the State in
which the pervices are performed.

(111} The services performed <can be
separately identified from those serv-
icea that are required as part of the ap-
proved GME prograim.

(3) If the criteria apecified in para-
graph (i3 of this sectlon are met, the
gervices of the moonlighting resident
are colwidered to have been furnished
by the individual in his or her capacity
az a physician, rather than in the ca-
pacity of a resident. The carrier must
review the contracts and agreements
for these pervices to ensuars compliance
with the criteria epecified in paracraph
(b2 of this section.

(4) Mo paFyment s made for services
of a ““teaching phyeician® associated
with moonlighting eervices, and the
time epent furniehing these pervices =
not included in the teachine hospital's
full-time equivalency count for the in-
direct. GME payment (§412.106 of this
chapter) and for the direct GME pay-
ment (5541375 through 413.83 of this
chapter.

(o) Oiker setfings. Moonlishting serv-
icea of a liceneed resldent in an ap-
proved GME progratn furnished outside
the scope of that program in a hospital
or other eetting that does not partici-
pate in the approved GME program are
payable under the physician fee ached-
ule as set forth in §415.2060W 1.

[0 FE. 63178, Diec, 8, 1985 as amendsd at 70
FE 47480, Aug, 12 2005]

FART 416—AMBULATORY
SURGICAL SERVICES

Subpart A—General Provisions and
Defintions
Hec,

4161 Basis and scops,
4162 Definitions,

Subpart B—General Conditions and
Requirements
416 26 Baaic requirsimsn ts,

416 26 Cmalifying for an agresment,
416 30 Terme of agreement with ChIE.
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Bervices,
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ataff,

416 48 Condition for coverage—Nursing serv-
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centical services,
416,49 Condition {for coverags—Laboratory
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Creneral rulss,

Scops of facility services,

416 86 Cowvered enrgical procedursa,

41676 Performance of lsted surgical proce-
durea on an inpatisent hospital bwais,

Subpart E—Payment for Facility Services

416120 Baaie for payrmsnt,

4161256 ABC facility services paymsnt rate,

416130 Publication of reviesd paymsnt
methodologise,

416140 Burveys,

416160 Bensficiary appsale.

Subpart F—Adjustment i Payment
Amounts for New Technology Intra-
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41681
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AUTHORITY: SBecs, 1102 and 1871 of the Bocial
Seourity Act (42 T A.C, 1202 and 1395hh).

SovRCE: 4T FE 34004, Aug, 5, 1982, unless
otharwise noted,

subpart A—General Provisions
and Definitions

416.1 Basgis and scope.

(a)  Statwfory basis. (1) Bection
1832023 Fiiy of the Act provides for

42 CFR Ch. I'V {10-1-05 Edition)

Medlcare Part B coverage of facility
services furnieshed in connection with
surgleal procedures epecified by the
Becretary under section 1833010 1) of the
At

(2 Bectlon 1833(iW1WAY of the Act re-
guires the Becretary to apecify the sur-
cleal procedures that can be perforrmned
safely on an ambulatory basls in an
ambulatory surgical center, or a hoe-
pital ountpatient departiment.

(3 Bection 18338010 (20 A) and (3) apaci-
fv the amounte to be pald for facility
services furnished in connection with
the specified surgical procedures when
they are performed, respectively, in an
ARC, or in a hospital outpatient de-
partment.

(L) Scoape. This part sets forth—

(1) The conditions that an ASC muet
meet in order to participate in the
Medlcare prograri;

(2] The scope of coverad services; arnd

(3] The conditions for Medicare pay-
ment for facility servicea.

[56 FE 8343, Mar, 1, 1991; 56 FE 33022, May 20,
1991]

4162 Definitions.

As used 1n thie part:

Ambulatory surgical cenfer or ASC
means any distincet entity that oper-
ates exclusively for the parpose of pro-
viding surglical services to patienta not
requiring hoepitalization, hae an agree-
ment with CME to participate in Medi-
care as an ASC, and meets the condi-
tione set forth in subparts B and © of
this part.

ARCD services means facllity services
that are furnished in an ASC,

Covered  surgicel procedures  means
those sargical and other medical proce-
dures that meet the criteria spscified
in §418.656 and are published by CM= in
the FEDERAL REATSTEER.

Focilifty services means eservices that
are furnished in connection with cowv-
ered eurgical procedures performed in
an ASC, or in a hoespital on an out-
patient bhasis.

[56 FE 8343, Mar, 1, 1991; 56 FE 33022, May 20
1991]
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Subpart B—Generdl Conditions
cand Requirements

416.25 Basic requirements.

Participation as an ASC i limited to
facilities that—

{a) Meet the definition in §416.2; and

b Have in effect an asreement ob-
talned in accordance with this subpart.

[56 FE 5843, Mar, 1, 1691]

§416.26  Cualifyving for an agrecment.

{a) Deggmed complicnce. CME may
deem an ASC o be in compliance with
any or all of the conditione set forth in
subpart O of this part 1f—

(1) The ASC iz accredited by a na-
tional accrediting body, or licensed by
a Btate agency. that CME determinea
provides reasonable aspurance that the
conditions are met:

(Z2) In the case of desmed status
through accreditation by a national ac-
crediting body, where State law re-
guires licensure, the ARBC complies
with Btate llcensare requirements; and

(3) The ARC anthorizes the releaps to
Ch=, of the findings of the accredita-
tion eurvey.

(b Survey ef ASCs. (1) Unless ORS
deeme the ABSC to be in compliance
with the conditions set forth in subpart
C of this part, the State survey agency
must survey the facility to ascertaln
compliance with those conditions, and
report ite findings to CMS.

(27 CME surveyve deemed ASCs on a
sample basie as part of CME's valida-
tion process.

(o) Aeceptance of the ASC as gualified
te furnish ambulatery surgical services. If
CME determines, after reviewinge the
aUrvey acency reconunendation and
other evidence relating to the guali-
fication of the ASC, that the facility
meets the requirementsa of this part, it
sends to the ABC—

(1) Written notice of the determina-
tion: and

(2) Two coples of the ARC agresment.

() Filing of agreement by the ASC. If
the ASC wishes to participate in the
programm, it mast—

i1y Have both copies of the ASC
agreement signed by 1te anthorized rep-
resentative; and

(27 File them with ChES.

§416.30

(e) Accepfance by CME If CME accepts
the acresment filed by the ASC, re-
turns to the ASC one copy of the agree-
ment, with a notice of accepbtance
gpecifving the effective date.

iy Appeal rights. If CMS3 refuses to
enter into an agreement or if OMS ter-
minates an asreement, the ASC is enti-
tled to a hearing in accordance with
part 408 of this chapter,

[5& FE. 2843, Mar, 1, 1901]

g4 16,30
CMS.

As part of the agreement under
§416.25 the ARC must agree to the fol-
lowing:

(a) Complionce with coverage condi-
figns. The ARC agrees Lo meet the con-
ditione for coverage specified in sub-
part C of this part and to report
promptly to CRHE any failure to do eo.

by Limifation on charges o bene-
ficigries. ! The ASC agrees to charges the
beneficlary or any other person only
the applicable deductible and colnesuar-
ance aimnounts for facility eervices for
which the beneficiary—

(1) Is entitled to have payment made
on his or her behalf under thie part; or

(27 Would have been ao entitled if the
ARC had filed a regunest for payment in
accordance with §410.165 of this chap-
ter.

() Refunds fo beneficiaries. (1) The
ARC acrees to refund asz promptly as
popaible any money incorrectly col-
lacted from beneficiaries or from some-
one on their behalf.

(27 Ap used in this section, meney -
correctly cellecfed means eams collected
in excess of those specified in para-
graph ib) of this section. It includes
amounts collected for a period of time
when the beneficlary was believed not
to be entitled to Medicare benefits if—

{iy The beneficiary is later deter-
mined to have been entitled to Medi-
care benefita: and

{iiy The beneficiary’s entitlement pe-
riod falle within the time the ASCs
azreement with CME ie in effect.

Terms of agreoment with

1 For facility services furnished bafors July
1987, the AR had to agres to malks no chargs
to the bensficiary, since thoes gervices were
not enbject to the part B deductible and co-
ineurance provieions,
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(dy Furwnishing information. The ASC
agreea to furnish to CMMS, if requestad,
information necessary to eatablish pay-
ment rates specified in §§416 120415130
in the fortmn and manner that CME re-
quires.

(el Aeceplance of assignmeni., The ARC
agreea to accept assignment for all fa-
cility services furnished in connection
with covered surgical procedures. For
purposes of thils sectlon, assiznment
means ah assisniment under §424.55 of
thie chapter of the richt to receive pay-
ment under Medicare Part B and pay-
ment nnder §434.64 of this chapter
{(when an individnal dies before asslzn-
ing the clairm .

(£ ASCs operafed by a hopsital. In an
ARC operated by a hospital—

(1) The agreement s made effective
on the first day of the next Medicare
cost reporting period of the hoepital
that operates the ASC; and

{2y The ASC participates and is paid
only as an ASC, without the option of
converting to or belng paid as a hos-
pital outpatient department. unlessa
CM=2 determines there is good cause to
do otherwise,

(2 Costa for the ASC are treated as a
non-reimbureable cost center on the
hopeital’s cost report.

(g Additional provisions. The agree-
ment may contain any additional pro-
visions that CMS2 finde necessary or de-
girable for the efficient and effective
administration of the Medicare pro-
Sralmn.

[47 FE 34094, Aug, 5. 1082 as amended at 61
FE 41361, Mowv, 14, 1965 56 FR 6344, Mar, 1.
1981]

$416.25 Termination of agreement.

(a) Termination by the ASC—1) Nefice
to CMSE, An ASC that wishes to termi-
nate ite agreement must sernd CM2
written notice of ite intent.

(2) Date of termination. The notice
may state the intended date of termi-
nation which must be the first day of a
calendar month.

(1) If the notice does not epecify a
date, or the date is not acceptable to
Ch=, CMS may set a date that will not
be more than & months from the date
on the ABC s notice of intent.

{1y COMS2 may accept a termination
date that s less than & monthe after
the date on the ARC s notlee 1f it deter-

42 CFR Ch. IV (10-1-05 Edition}

mines that to do so would not andualy
disrapt services to the cormmunity or
otherwise interfere with the effective
and efficient administration of the
Medicare progralil.

(3 Volundary fermination. If an ASC
cepses Lo furnish eervices to the com-
munity, that shall bhe deemed to he a
voluntary termination of the agree-
ment by the ASC, effective on the last
day of business with Medicare bene-
ficiaries.

(b Termination by CME—(1) Cause for
fermination. CME may terminate an
agrectment 1f it detertnines that the
ABC—

(i) Mo loneser meets the conditions for
coverage asg ppecified under §416.26; or

(iiy Ie not in substantial compliance
with the provisions of the agreement,
the reguirements of this subpart, and
other applicable regulations of sub-
chapter B of this chapter, or any appli-
cable provisions of title HXVIIT of the
Act.

(21 Notice of ferminafion. CME sends
notice of termination to the ASC at
least 16 daye before the effective date
gtated in the notice.

(3 Appeal by the ASC., An ASC may
appeal the termination of its agree-
ment in accordance with the proviesions
get forth in part 498 of this chapter.

(o) Effect of ferminafion. Payment 1=
not avallable for ASC eervices fur-
niehed on or after the effective date of
termination.

() Notice fo the public. Prompt notice
of the date and effect of termination i=
given to the public, through publica-
tion in local newspapers by—

(1) The ARC, after CM2 has approved
or et a termination date; or

(2 CM2, when 1t has terminated the
agresinent.

(e) Condifions for remstatement ajfier
fermination of agreement by CMS. When
an agreement with an ASC is termi-
nated by CMS, the ASC may not file
another agreement to participate in
the Medicare program nnless Ch=S—

(1) Finds that the reason for the ter-
mination of the prior agreement haos
heen removed; ard

(2 Ie assured that the reason for the
termination will not recur.

[47 FE 34084 Aug, 5, 1962, as amsesndsd at B2
FE 22454, Juns 12, 1987; 56 FE 8844, Mar, 1,
1281 €1 FR 40247, Aug, 2, 199€]
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Subpart C—Specific Conditions for
Coverage

41640 Condition for coverage—Com-
pliance with State licensure law.

The ASC muet comply with State li-
censure requirements.

441641 Condition for coverage—{Gov-
erning body and management.

The ASC must have a governing
body, that assumes full legal responsi-
bility for determining., mplementing,
and monitoring policles governing the
ABCs total operation and for ensuring
that these policies are administered so
ag to provide guality health care in a
gafe environment. When egervices are
provided through a contract with an
outaide resource, the ASC must assure
that these services are provided in a
gafe and effective manner. Standard:
Hospitalization., The ASC muet have an
effective procedure for the inumnediate
transfer to a hospital, of patienta re-
quiring emersency medical care he-
wond the capabllities of the ARC. Thie
hogpital must be a local, Medicare par-
ticipating hoapital or a local, non-
participating hospital that meets the
regquirements for payment for emer-
gency servicer nnder §482.2 of thie
chapter. The ASC must have a written
transfer asreeiment with such a hos-
pital. or all physicians performing sur-
gery 1n the ASC nmmst have admitting
privileges at such a hospltal.

[47 FE 34004, Aug, 5. 1983, a2 amendsd at 61
FE 22041, Juns 17, 1688]

41642 Condition for coverage—sur-
gical services

Surgical procedures must be per-
formed in a safe manner by gualified
phyeiciane who have been sranted clin-
leal privileges by the governing body of
the ASC in accordance with approved
policies and procedures of the ASC,

(a) Standard: Anesthetic risk and eval-
wation. A phyeician must examine the
patient tmmediately before surgery to
evalnate the rislk of anesthesia and of
the procedure to be performed. Before
discharge from the ASC, each patient
muzt be evaluated by a phyeician for
proper anesthesia recovery.

(b Sfondard: Admbindisiration of anes-
thesia. Anesthetics must be adminie-
tered by only—

§416.43

(1) A gualified anesthesiologisat; or

(27 A physiclan qualified to admin-
ieter anesthesln, a certified registered
nurse anesthetist (CRMNA) o an anes-
theriologiat’s assistant as defined in
5410.60i ) of this chapter, or a super-
vised tralnee in an  approved edu-
cational program. In those cases in
which a non-phyeician administers the
anesthesia, unless exemptad in accord-
ance with paragraph (d) of this eection,
the anesthetist mnst be under the su-
pervision of the operating physiclan,
and in the case of an anesthesiologiat's
asgiatant, under the supervision of an
anesthesiologlst.

(o) Staondard: Dhscharge. All patients
are dircharged in the company of a re-
sponsible adult, except those exemptead
by the attending phyeician.

(d) Sfendard: State erempfion. (1) An
ARC may be exempted from the re-
gquirement for phyeician supervision of
CENAs= ag described in paragraph (bi(2)
of this section, if the State in which
the ASC is located submita a letter to
CME signed by the Governor, following
consultation with the State’s Boards of
Medicine and MNursing, reguesting ex-
emption from physician supervision of
CHENA=s, The letter from the Governor
muet attest that he or she has con-
sulted with State Boards of Medicine
and Mureing about lssues related to ac-
cepe to and the guality of anesthesia
services in the Btate and hae concluded
that 1t ie in the best interesats of the
Btate’s citizens to opt-out of the our-
rent phyeician supervislon require-
ment, and that the opt-ont s con-
sletent with State law.

(2% The reguest for exemptlon and
recognition of State laws, and the
withdrawal of the request may be sub-
mitted at any time, and are effective
npon submiession.

[67 FE Z3888, July 31, 1902, as amendsd at 68
FF BETEE, Mow, 13, 2001.]

2416.43 Conditiom for coverage—Ewal-
nation of gquality.

The ARSC, with the active participa-
tion of the medical atall, must conduct
an ongoing, comprehenaive aself-asseas-
ment of the guality of care provided,
inclading medical necepaity of proce-
dures performed and appropriateness of
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care, and use findinegs, when appro-
priate, in the revision of center policies
and coneideration of clinical privileges.

41644 Condition for coverage—Envi-
ronment.

The ASC must have a sale and sani-
tary environiment, properly Ot~
structad, equipped, and maintained to
protect the health and safety of pa-
tients.

(a) Standord: Physical enviromment.
The ARC muet provide a functional and
sanitary environment for the provieion
of surgical services,

(1) Each operating roomn musat be de-
gigned and eguipped soc that the types
of aurgery conducted can be performed
in a manner that protects the lives and
agaures the physical safety of all indi-
viduals in the area.

(27 The ASC muet have a separate pe-
covely rooim and walitine area.

{(3) The ARC muet establish a pro-
gram for identifying and preventing in-
fections, maintaining a saniteary envi-
rofmment, and reporting the resulta to
appropriate anthorities.

(b Standard: Safefy from fire. (1) Ex-
cept ag otherwise provided in this sec-
tion, the ABC muast meet the provisions
applicable to Ambulatory Health Care
Centers of the 2000 edition of the Life
BSafety Code of the MNational Fire Pro-
tectlon Association, regardless of the
number of patients served. The Direc-
tor of the Office of the Federal Resister
hag approved the NFPA 101% 2000 edi-
tion of the Life Bafety Code, issued
January 14, 2000, for incorporation by
reference in accordance with & T.8.C.
5BZ(a) and 1 OFER part 5. A copy of the
Code ie available for inspection at the
CM= Information Eesource Center, T500
Becurity Boulevard, Baltimore, MD
and at the Natlonal Archives and
Becorde Administration (MARA) For
information on the avallability of thise
material at NARA, call 2027416060, or
=g Lt hitpdummb.archives.gow’
Tederal  registers
code  of  federal regulafions/
ibr_ locations. Rimi. Copies may be ob-
tained from the National Fire Protec-
tion Association, 1 Batterrmarch Park,
Quincy., MA 02280, If any changes in
this edition of the Code are incor-
porated by reference, CMMS will pablish

42 CFR Th. IV (10-1-05 Edition)

notice in the FEDERAL, BEEGISTEER Lo an-
nounce the changes.,

(27 In coneideration of a rec-
ommendation by the Btate survey
poency, CME may walve, for periods
deemed appropriate, apecific provisions
of the Life Safety Code which, if rig-
idly applied, wonld result in unreason-
able hardship apon an ASC, but only if
the walver will not advereely affect the
health and safety of the patients.

(3 The provieions of the Life Safety
Code do not apply in a State if CMS
finde that a fire and safety code im-
poeed by State law adegquately protects
patients in an ASC,

4y An ASC must be in compliance
with Chapter 21.2901, Emergency
Lighting, beginning on March 13, 2005,

(67 Notwithetandine any provieions of
the 2000 edition of the Life Safety Code
to the contrary, an ASC may place al-
cohol-bagsed hand rub dispeneers in its
facility if—

(i) Uee of aloohol-based hand rab dis-
Fensers  does not conflict with any
State or local codes that prohibit or
otherwise restrict the placement of al-
cohol-baged hand rub dispensers in
health care facilities;

(i1 The dispensers are installed in a
manner that minimizes leaks and spills
that could lead to falls;

(ii1) The dispensers are installed in a

manner that adequately protects
againet access by valnerable popu-
lations: and

(iwi The dispensers are installed in
accordance with the following provi-
slors:

(A) Where dispensers are inetalled in
a corridor, the corridor shall have a
minimum width of & £t {1.8m}:

(Bl The maximum ndividual die-
Fenser fluid capacity shall be:
(I 0.3 gallone (1.2 litera) for die-

FEhnsers in roomes, corridors, and areas
open to corridors.

(2 0.6 gallone (2.0 litera) for
Fensers in suites of rooms;

() The dispensers shall have a min-
imum horizontal epacing of 4 £t (1.2m)
from each other;

(I Mot more than an aggregate 10
gallons (37.8 liters) of ABHE solution
shall be in use in a single smoke com-
partment outside of a storage cabinet;

(EY Btorage of guantities greater
than & gallons (129 liters) in a single

dlig-
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emoks compartiment shall meet the re-
quirements of NFPA 30, Flammable and
Combustible Liguwids Caode;

{Fy The dispensers shall not be in-
stalled over or directly adjacent to an
lenition sonrce; arnd

() In locations with carpeted floor
coverines, dispensera installed directly
ovelr carpeted surfaces shall be per-
mitted only in eprinklered smolke com-
partments.

(c) Sfandard: Emergency eguipment.
Emergency equipment: available to the
operating rooms must include at least
the following:

(1) Emergency call syatem.

(20 Oxyeen,

(3) Mechanical ventilatory assistance
equipment including alrways, manual
breathing bag, and ventilator.

(4) Cardiac defibrillator.

(51 Cardiac monltoring equiptment.

(8) Tracheostomy eet.

(T) Laryngoscopes alid endotracheal
tubes.

(2 Buction equipiment.

(9 Emergency medical eguipment
and supplise specified by the medlcal
staftf.

(dy Standard: Emergency personnel.
Personnel trained in the use of emer-
ZENey equipment acl in
cardiopulmonary resuscitation muet be
avallable whenever there is a patient in
the ASC.

[47 FE 34004, Aug, 5 18823, amendsd at 53 FR
11508, Apr, 7. 1983; 64 FR 4026, Jan, A7, 1985; &8
FE 1385, Jan. 10, 200%, & FE 18303, Apr. &,
an04; T0 FR 15337, Mar, 36, 3005]

41645 Condition for coverage—NMMed-
ical staff.

The medical ataff of the ASC muet be
accountable to the governing body.

(a) Stondard. Membership and clinical
privileges. Membera of the medical staff
must be lecally and professionally
gqualified for the positions to which
they are appointed and for the performm-
ance of privileges granted. The ASC
grants privileges in accordance with
recommendations from gualified med-
ical peresonnel.

by Sftondard. Reoppraisalz. Medical
stafl privileges must be periodically re-
appraised by the ASC, The acope of pro-
cedures performed in the ASC must be
periodically reviewed and amended as
appropriate.

§416.47

(o) Standard: Other practitioners. If the
ARC assigne patlent care responsibil-
ities to practitioners other than phrai-
ciane, it must have established policles
and procedures, approved by the gowv-
erning body, for oversesing and evalua-
ating their clinical activities.

416,46 Condition for coverage—Nurs-
ing services,

The nursinge services of the ASC muet
be directed and etaffed to assure that
the marsing needs of all patients are
met.

(a) Standerd: Organizafion and staff-
ing. Patient care responsibilities muet
e delineated for all nursing service
rereonnel. Mureing eservices must be
provided in acceordance with recognized
standards of practice. There must be a
registered nuree available for emer-
gency treatment whenever there is a
patient in the ASC,

(b [Reserved]

2416.47 Condition for coverage—DNMed-
ical records,

The ASC muet maintain complete,
comprehensive, and accurate medical
records Lo ensure adeguate patient
CATE.

(a) Standard; Orgenization. The ABC
must develop and meintain a syetem
for the proper collection, etorage, and
use of patient reccrds,

by Sandard: Form and confent of
record. The ABSC must maintain a med-
ical record for each patient. BEvery
record mmast be accurate, legible, and
rromptly completed. Medical records
must include at least the following:

(1) Patlent identification.

(2 Bignificant medical history and
results of physical examination.

(3} Pre-operative diagnostic studles
(enterad before surgery), if performed.

(4) Findinges and technigues of the op-
eration. including a pathologist's re-
port on all tissues removed during sur-
gery, except those exempted by the
governing body.

(57 Any allergies and abnormal druog
reactions.

(6) Entries related to anesthesia ad-
ministration.

(T Documentation of properly exe-
cutad informed patient consent.

(8 Diecharge diacnoais.
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41648 Condition for coverage—Phar-
maceutical services.

The ASC must provide drugs and
bioclogleals in o safe and effective man-
ner, in accordance with accepted pro-
fesplonal practice, and nnder the direc-
tion of an individual designated respon-
ailble for pharmaceutical servicea.

(a) Sfoandard: Adméinistration of drugs.
Drugs must be prepared and adminis-
tered according to established policies
and acceptable atandards of practice.

(1) Adverse reactions must be re-
ported to the phyeleian responsible for
the patient arnd must be documented in
the record.

(2 Blood and blood products must be
administered by only phyvelcians or regs-
Istered nurses.

(3 Ordere glven orally for drugs and
biclogleals must be followed by a writ-
ten order. signed by the prescribing
phyeician.

() [Reaerved]

41649 Condition for coverage—Lah-
oratory and radiologic services,

If the ABSC performe laboratory serv-
lces, it must meet the requirements of
part 403 of thie chapter. If the ABSC does
not provide its own laboratory serv-
lees, it muet have procedures for ob-
talning routine and emergency labora-
tory services from o certified labora-
tory in accordance with part 493 of this
chapter. The referral laboratory must
be certified in the appropriate apecial-
ties and subepecialties of eervice to
perfortin the referred tests in accord-
ance with the reguirements of part 4683
of this chapter. The ASC must have
procedurses for obtaininge radiolocsie
gervices from a Medlcare approved fa-
cllity to meet the neads of patients.

[57 FE 7135, Feb, 38, 1002]

Subpart D—Scope of Benefits

416,60 General rmles,

{(a) The services payable under this
part are facility eervices furnished to
Medicare beneficiariea, by a partici-
pating facility, in connection with oov-
ered surgical procedures apecified in
§416.565.

(b1 The surgical procedures, including
all preoperative and post-operative
gervicea that are performed by a physi-

42 CFR Ch. I'V {10-1-05 Edifion}

clan, are covered as phreleian services
nunder part 410 of this chapter.

[56 FE 3844, Mar, 1, 1901]

2416.61 Scope of facility services.

(a) M'mcluded services. Facility services
include, but are not limited to—

(1) Mureing, techniclan., and related
services;

(2) Tee of the facilities where the sur-
gleal procedurss are performed:;

(47  Druge, biocloglcala, esurgical
dressings, sapplies, splinte, caste, and
appliances and eguipment directly re-
lated to the provislon of surgical proce-
durea:

(4) Diagnostic or therapeutic services
or items directly related to the provi-
slon of a aurgical procedurs;

(6  Administrative, recordkeeping
and houesekeepinge items and services:
arud

(6) Materials for anestheaia.

(T) Intra~ocular lenses (TOLie ).

(8 Supervision of the services of an
anesthetiat by the operating surgeon.

(b} Ercluded services. Facllity services
do not inclade items and eervices for
which payment may be made under
other provisions of part 406 of this
chapter, such as phyeicians’ services,
laboratory, X-ray or diaghnostic proce-
dures (other than those directly relatad
to performance of the sarglical proce-
dure), prosthetic devices (except IOLs),
ambulance services, leg, arm, back and
neclk braces, artificial limbe, and dura-
ble medical equipment for uese in the
patient’s home. In addition, they do
not include anesthetist services fur-
nished on or after January 1. 1980,

[56 FE £344, Mar, 1, 1991, as amsnded at 57 FR
80D, July 31, 1992]

2416.65 Covered surgical proceduares.

Covered surgical procedures are those
procedures that meet the standards de-
goribed in paragraphe (o) and (b)) of this
section and are included in the list
published in accordance with para-
graph (o) of thie section.

(a) GFeneral standords. Covered suar-
gleal procedures are those surgical arnd
other medical procedures that—

(1) Are commonly performed on an
inpatient basis in hospitals, but may be
safely performed in an ASC,
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(2% Are not of a type that are coin-
monly performed, or that may be safe-
Iy performed, 1n phyeicians’ offices;

(3} Are limited to thoese requiring a
dedicated operatinge rooin (or suite),
and generally reguiring o post-opera-
tive recovery room ol short-term (not
overnleght) convalescent room; and

4y Are not otherwise excluded under
§406.310 of this chapter.

(b Specific sfandards. (1) Covered sur-
gical procedures are limited to those
that do not generally excesd—

1) A total of 90 minutes operating
time:; and

117 A total of 4 houre recovery o
convalescent time.

(23 If the coverad surgleal procedures
require  anesthesia, the anesthesia
must he—

(1) Liocal or regional anesthesia; or

(111 General anesthesia of 90 minutes
or less duration.

3y Covered surgical procedures may
not be of a type that—

(1) Generally result
blood loss:

(1) Bequire major or prolonged inva-
glon of body cavities;

(1ii) Drectly involve major blood ves-
gelal or

(%) Are generally emergency or life-
threatening in nature.

(o Publication of covered procedures,
ChM= will publish in the FEDERAL EEG-
ISTEER a list of covered sargical proce-
dures and revislons as appropriate.

in extensive

#416.75 Performance of listed surgical
procedures on an inpatient hospital
basis.

The inclusion of any procedurs as a
coverad eargical procedure under
§416.685 does not preclude its coverage
in an inpatient hospital esetbting under
Medicare.

Subpart E—Payment for Facility
Services

5416.120 Basis for pavment.

The basis for payment depends on
where the services are furnished.

(a) Hospifal ouwtpafient deparfment.
Paymment is in accordance with part 413
of this chapter.

() [Beserved]

(o) ASC—1) General rule. Payment ia
based on a prospectively determined

81
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rate. This rate covers the cost of serv-
ices such as supplies, nursing eervicea,
equipment, ete., as specified in §418.61.
The rate does not cover physiclian serv-
ices or other medical services coversad
under part 410 of this chapter (for ex-
ample, XH-ray servicea or laboratory
services) which are not directly related
to the performance of the surgical pro-
cedures. Those services may be hilled
separately and pald on a reasonable
charge basia,

(3 Single and muliiple surgical proce-
dures. (1) If one covered surgical proce-
dure is furnished to a beneficiary in an
operative sesplon, payment is based on
the prospectively determined rate for
that procedure.

(iiy) If more than one surgleal proce-
dure 1= furnished in a single operative
sepaion, payiment is basged on—

(A7 The full rate for the procedurs
with the hizhest prospectively deter-
niined rate; and

(B) One half of the prospectively de-
termined rate for each of the other pro-
cedureasa.

(3) Deductibles and coinsurance. Part B
dednctible and colnsurance amonnts
apply as specified in §410.152 (a) and (i)
of this chapter.

[56 FE 8344, Mar. 1. 1991 55 FE 53052, May 20,
1981]

4416.125 ASC  facility
ment rate.

ia) The paviment rate ia based on a
proepectively  determined  etandard
overhead amount per procedure derlved
from an estimate of the costs incurred
by ambulatory enrgical centers gen-
erally in providine services furnished
in connection with the performance of
that procedure,

() The payment must be subaton-
tially less than would have been paid
nnder the program if the procedure haid
been performed on an inpatient basls in
a hospital.

[66 FE. 8844, Mar, 1, 1081]

gervices  pay-

£416.130 Publication of revised pav-
ment methodologies.

Whenever CM2 proposes to revise the
payiment rate for ASCa, CME pablishes
a notice in the FERODERAT. REGISTEER de-
scribing the revieion. The notice also
explaine the basis on which the rates

-
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were eatablished. After reviewling pub-
lic comments, CM2 publishes a notice
eatablishing the rates authorized by
thisa esectlon. In setting these rates,
CM=2 may adopt reasonable classifica-
tione of facilities and may establish
different rates for different tvpes of
gurgical procedures.

[47 FE 34094, Ang, 5. 1085 a2 amended at 66
FE 8344, Mar, 1. 1891]

H416.140 Surveyvs.

(a) Timing, purpose, and procedures. (1)
No more often than once a Fear, Ch2
conducts a suarvey of a randomly se-
lectad sample of participatinge ASCa to
collect data for analyels or reevalun-
tion of payment rates.

(23 CMB notifies the selectad ASCs by
mail of thelr selaction and of the form
and content of the report the ASCs are
reguired to submit within 80 daye of
the notice.

(33 If the facility does not eabmit an
adeguate report in response to COME'a
survey request, CMS may terminate
the agreeiment o participate in the
Medicare prograim as an ASC,

(43 CME may grant a 3l-day postbpone-
ment of the due date for the survey re-
port if it determines that the facllity
hae demonstrated good cause for the
delaw.

by Reguiremenis for ASCs. ABCe
must—
1y Maintain adeguate financial

records, in the form and containine the
data required by CM2, to allow deter-
mination of the payment rates for cov-
ered surgleal procedures furnished to
Medicare benefilciaries under this sab-
part.
(2 Within 60 dave of a request from
Ch=E snbmit, in the form and detall as
may be required by CMS, a report of—

(1) Their operationse, including the al-
lowable copte actually incurred for the
period and the actual number and
kinds of surgical procedures furnishied
during the period; and

(1i) Their cuatomary charges for each
surgical procedure furnished for the pe-
ricd.

[47 FE 34004, Aug, §, 1033, a2 amendad at 66
FE 8345, Mar, 1. 1891]

42 CFR Ch. IV (10-1-05 Edifion)

2416.150 Beneficiary appeals.

A beneficiary (or ASC as his or her
azeiznes) mayv request a hearing by a
carrier (sulbject to the limitations and
conditione eet forth in part 405, subpart
H of thie chapter) if the beneficiary or
the ASC—

(a) Ie dissatiefied with a carrier’s de-
nial of a request for pavment made on
hie or her behalf by an ASC;

(b} Is dissatisfled with the amount of
payment: or

(o) Belleves the request for payiment
ia not being acted upon with reasonable
prompthess,

Subpart F—Adjustment Iin Payment
Amounts for New Technology
Infraccular Lenses Furnished
Fy Ambulatory Surgical Cen-
ars

BoURCE: 64 FE 3X205, June 16, 1808 unless
otherwise notad,

2416.1580  Definitions.

Am neaed in this subpart, the followine
definitions apply:

Class aef new technology mtraocular
lenses (IO Ls) means all of the I0Les, col-
lectively, that CME determines meet
the definition of “‘new technology IOL
under the provisions of this subpart.

Interested pariy means any individaal,
partnerahip, corporation, associatlon,
gociety, scientific or academic estal-
lishment, professional or trade organi-
gation, or any other legal entity.

New fechnolegy IOL means an I0L
that CM=2 determines has been ap-
proved by the FDA for use in labeling
and advertising the IOL e claime of spe-
cific clindcal advantages and superi-
ority over exlsting I0La with regard to
reduced risk of intracperative or post-
operatlve complication or traumsa, ac-
celerated postoperative recovery, Ire-
duced induced astigmatism. improved
PFoptoperative vienal aculty, more sta-
ble postoperative vision, or other com-
Parable clinical advantages,

New fechnology subgef meanls o gToup
of TOLs that CME determines meet the
criterion for belng treated as new tech-
nology I0Les and that share a common
feature or features that dietinguish
them from other I0Le. For example, all
new technology I0Ls that are made of
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a particualar bicensineerad material
conld comprise one snbset, while all
that rely on a particular optical inno-
vation could comprise another.

416.185 Payvment review process,

(a) CME publishes a FEDERAL REEG-
I2TER nobtice announcing the deadline
and reguirements for submitting a re-
gueat for CMS to review paviment for
an I0L.

(b CMS recelves o request to review
the appropriatensss of the pavment
amount for an IOL.

(o) CM2 compiles a list of the re-
gueats it recelves and identifies the
IOL manufacturer's naime, the model
number of the IOL to be reviewsad, the
interested party or parties that submit
regquesta, and a sumimary of the inter-
eatad party s grounds for requeatinge re-
view of the appropriateness of the I0OL
payment armonnt.

(dy CM= pablishes the list of requeata
in a FeDERAL EBEEGISTEE notice with
comment period, giving the public 30
days to comment on the I0Le for which
review was requestead.

(&) CME reviewe the Information sab-
mitted with the reguest to review, any
timely public comments that are sab-
mitted regarding the liat of IOLe pab-
lished in the FEDERAL BRBGISTEE, and
any other timely information that
ChM2 deeme relevant to decide whether
to provide a payimment adjustment ase
apecified in §416.200. CMES males a de-
termination of whether the IOL meeta
the definition of a new technolooy TOL
in §416.180.

(£ If M2 determines that a lens ie a
new technology I0OL, CMS eatablishes a
payment adjustment aes followsa:

(1) Before July 16, 2002—&50,

(Z) After July 16, 2002—%60 or the
amount announced through proposed
and final rmlemaking in connection
with ambulatory surgical center serv-
ices.

(e CME desichnates a predominant
characteriatic of a new technology I0OL
that both sets it apart from other IOLe
and links it with other similar IOLea
with the same characteristic to eatab-
lish a specific subeet of new technology
within the “‘class of new technology
IOLs."

(hy Within % daFa of the end of the
comiment period following the FEDERAL

5416.195

Erd15TER notice identified in para-
graph (d) of this section, CME publishes
in the FrEDERAL, BEEGISTEER ite deter-
minations with regard to IOLs that it
has determined are “‘new technology™
lenees that gqualify for a paFment ad-
netment.

(1y Payment adjustments are effec-
tive beginning 30 daye after the publi-
cation of CMS's determinations in the
FEDERAL EERGISTEER.

416,190 Who may request a review,

Any party who is able to furnieh the
information required in §416.105 may
reguest that CMES review the appro-
priateness of the paFment amount pro-
vided unnder section 18337 10W2W A1 of
the Act with respect to an IOL that
meeta the definition of a new tech-
nology I0L in §416.180.

416,195 A request to review.

(a) Confent of @ reguest. The regquest
must include all of the following infor-
maticon:

(1) The name of the manufactuarer,
the model number, and the trade name
of the IOL.

(2 A copy of the FDA's summary of
the IOL s pafety and effectivensssa.

(3 A copy of the labeling claims of
gpecific clinical advantages approved
by the FDA for the T0OL.

(4) A copy of the IOL s original FIdA
approval notification.

(6) Reports of modifications made
after the original FDA approval.

(6) Other information that CMS finds
necegsary for identification of the IOL.

(b Confidential mformation. To the
extent that information received from
an IOL manufacturer can reascnably be
characterized as a trade secret or as
privilezed or confidential comimercial
or financial information, CM2 main-
taine the confidentiality of the infor-
mation and protects 1t from disclosure
not otherwise anthorized or reguired
by Federal law azs allowed under Ex-
emption 4 of the Freedom of Informa-
tlon Act (5 T.&.C. B52(bN4) and, with
reapect to trade secreta, the Trade Se-
crets Act (18 TI.S.0, 19051,
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$416.200  Application of the payvment
adjustment.

{a) COM2 recoghizes the I0Lis) that
define a new technology subeat for pur-
poses of this sabpart as belonging to
the clase of new technology I0Ls for a
period of & years effective from the
date that CMS recognizes the firet new
technology I0OL for a payvinent adjust-
ment.

(k) Any IOL that CMS subsequently
recognizes as belonginge to a new tech-
nology subset receives the new tech-
nology payment adjnstment for the re-
mainder of the b-year period eatab-
lished with CM='s recognition of the
firet I0L in the subeet.

(o) Beginning & yeare after the effec-
tive date of CME"s initial recognition
of a new technology subeet, paFment
adjustments ceass for all I0Le that
CMS depignates as belonging to that
gubset and pavment reverte to the
standard pavment rate set under sec-
tion 18E3(1NEN AN of the Act for TIOL
ingertion procedures performed in
ARCa,

(d) A=Ce that furnhish an IOL dee-
lgnatad by CME as belonging to the
class of new technology I0Le must eub-
mit claime using specific billing codes
to receive the new technology TOL pay-
ment adjustment.

PART 417—HEALTH MAINTENANCE
QORGANIZATIONS, COMPETITIVE
MEDICAL PLANS, AND HEALTH
CARE PREPAYMENT PLANS

Subpart A—General Provisions

ez,
4171 Definiticnes,
4172 Baeis and scope,

Subpart B—&ualified Health Maintenance
Orgoanizations: Services

417101 Health hensfite plan:
BETVices,

417102 Health bensfite plan: Bupplemental
health services,

417108 Providers of baaic and eupplemental
health services,

417104 Payment for basic health ssrvices,

4171068 Payment for sapplemental health
BETvices,

4171068 Quelity asearance program; Avail-
ability, accessibility, and continnity of
basic and sapplamental health ssrvices,

EBasic health
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Subpart C—Sudlified Health Maintenance
Crganizations: Organization and Operation

41713 Fiscally sound operation and as-
sumption of financial riek,

41715 Protection of snrollees,

41713 Administration and manasgsment,

417,128 ERecordkseping and reporting re-
guirements,

Subpart D—Application for Federal
ualification

417,140
417,143

Hoops,

Raquirsmnentas for gualification.

417,143 Application requirements,

417144 Evaluation and dstermination proce-
dursa,

Subpart E—neclusion of Qualified Health
Maintenance Organizatiens in Em-
ployes Health Benefits Plans

417150 Definitions,

417151 Applicakility.

417153 Offer of HMO altsrnative,

417156 How the HMOD option must be in-
cluded in the health benefita plan,

417158 When the HMOD muet be offsred o
slnplograsas,

AT16T Contributions for the HBMO altsr-
native,

41715 Payroll deductions,

417158 ERslationship of ssction 1310 of the
Fublic Health ®Bervics Act to the Na-
tional Liebor Relatione Act and ths Rail-
way Labor Act,

Subpart F—Continued Regulation of Feder-
ally «ualified Health Maintenance Or-
goanizations

417 160

417 161

417 163

Applicakility,

Compliancs with assurances,

Eaporting reguirsmeants,

417163 Enforcement procedures,

417164 Effect of revocation of gualification
on inclusicon in smployes's health benefit

plansa,
417166 Reapplication for gualification,
417,166 Waivar of assurances,

Subpars G- [Reserved]

Subpart J—awalifying Conditiens for
Madicare Contracts

417 400 EBasie and acops,

417,401 Definitions,

417 403 Effective dats of initial regulations,
417 44  Gensral requirsments,

417 405  Application and determination,

417 407 Requirsments for a Competitive

Meadical Plan (CHF).
417 408 Contract application procass,
417 410 Cmalifying conditions: Gensral mles,
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if the reopening action was undertalcer
after May 27, 1072 (the effective date of
regulations which, prior to the publica-
tlon of this subpart R, governed the re-
opening of such determinations).

[38 FR 3doln, Sspt, 160 18074, Bedesignated at
42 FE. bZ36, Sept. 30, 1977, and amended at
0110, Aug. 1, Z00I]

2405.1887 MNotice of respening.

(a) All parties to any reopening de-
acribed above shall be given written no-
tlea of the reopening. When such re-
opening results in any revision in the
prior decision notice of sald revision or
revisions will be mailed to the parties
with a complete exzplanation of the
basls for the revision or revisions. Nao-
tleea of reopenitnes by the Board shall
also be sent to the Secretary.

() In any such recpaenitg, the parties
Lo the prior decilsion shall be allowed a
reasonable period of time in which to
present any additional evidence or ar-
gument in support of thelr position.

4051888

Where a revision is made in a deter-
mination or declelon on the amonnt of
program reimbursement after such de-
termination or decision has been re-
openad as provided in §405.1825, such re-
vislon shall be coneldered a separate
ard distinet determination or decisicn
to which the provisions of §§405.1811,
405.1835, 405.1875 and 405.1877 are appli-
cable, (See §405.1801(c) for applicable
affactive dates.)

Subparts 5-T [Reserved]|

Subpart U—Conditions for Cowv-
erage of Suppliers of End-
Stage Renal Disease (ESRD)
Services

Effect of a revision.

AUTHORITY: Secs, 1102, 113, 1861, 1863(a),
1871, 15874, and 1881 of the Social Becurity Act
(42 7.8 O 1302, 153200kL8, 1365=, 130855(a), 1280hh,
1390kl and 1395rr), unlsss otherwiss noted,

HoURcE: 41 FE 23511, Juns 3 1976, unlses
otherwise noted. Redesisnated at 42 FR 026826,
Hepb. 30, 1897,

54052100 Scope of subpart.

(a) The reculations in this subpart
prescribe the role which End-Stage
Renal Disease (ESRED) networlks have

§405.2101

in the E2RD program., establish the
mechanism by which minimal ntiliza-
tion rates are promulgated and applisd,
nnder section 1881061 of the Act, and
describe the health and safety require-
ments that facilities furmndshine ESRD
care to benefloiaries muet meet. Thesa
regulations further prescribe the role
of ESRD networls in meeting the re-
quirements of section 18281ic) of the
Act.

i} The general objlectives of the
ESRD procsram  are cohtalned in
§405.2101, and general definitiona are
contained in §406.2102. The provisions
of §§405.2110, 4052112 and 4052113 dia-
cuega the eastablishment and activities
of ESRD networks, network organiza-
tione and membership reguirements
and reatrictions for members of the
maedical review  boardsa. Bactlons
405.2120 through 405.2124 discness the es-
tablishment of minimal uotilization
ratea and the regquirements for ap-
proval of facillitles with respect to such
rates, Sections 405.21530 through 405.2140
discuss gehneral requirements for, arnd
description of, all facilities furnishing
EBRD  smervices. SBectlons  405.2180
through 405.2164 discuss apecific re-
quirements for facilities which fornish
EBRD dalvsia services, Bactlons
4052170 and 405.2171 discuss specific re-
quirements for facilities which furnish
ES2RD transplantation services.

[l PR 30351, Ang. 36, 1966]

4052101 Objectives of the end-stage
renal disease (ESRD) program.

The objectives of the end-stagze renal
disease prograln are:

{a) To assist beneflelaries who have
been diaghosed az having end-stace
renal disease (ESRED) to receive the
care they nead;

(L) To encourage proper distribution
and effective ntlization of EBRD treat-
ment rescurces while maintaining or
lmprovine the guality of care;

(c) To provide the flexibility nec-
agaary for the efficient delivery of ap-
propriate care by phvalclans and facili-
tles; and
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(d}) To encounrage saelf-dlalvsia or
transplantation for the maximum prac-
tlcal number of patients who are medi-
cally, soclally, and paychologically
suitable candidates for such treatment.

[43 FE 48000, Oct, 10 1974]

2405.2102 Definitions.

Ar need in this subpart, the following
definitions apply:

Agresment. A written document exe-
cuted between an ESRED facility arnd
another facility in which the other fa-
cllity agrees to assume respornsibility
for furtishing specified services to pa-
tlents and for obtaininge reimburasment
for those services,

Arrangement. A written document ax-
acnted betweon an ESRD facility arnd
another facility in which the other fa-
cllity agrees to furnish specified serv-
leea to patienta but the ESRED facility
retains responsibility for thoes services
and for obtaining reimbursement for
tham.

Dialysiz. A process by which dissclved
aunbstances are removed from o pa-
tHHent's body by diffusion from one fluid
compartment to  another across a
samipaermeabls membrans. The Ltwo
types of dialyvals that are currently in
comimon use alre hemodlalysis and perd-
toneal dialysia.

End-Stage Renal Disease (ESRD). That
staga of renal impairment that appears
lrrevergible and permanent, and re-
guires a regsular courae of dialvsls or
kidney transplantation to maintain
life.

ESRD focility. A facility which 1s ap-
proved to furnish at least one specific
E2RD service (see defindition of “ESRD
sarvice ™). Such facilities are:

(a) Renal Transplanfation Cenfer. A
hospital unit which is approved to fur-
nish directly transplantation and other
medical and surglcal apeclalty services
required for the care of the ESRD
transplant patienta, including inpa-
tlent dialvels furndshed directly or
nnder arrangement. A HRenal Trana-
plantation Center may also be a Benal
Dialyals Centar.

(b)) Renal diclysis censer. A hoapital
nnit which is approved to furndsh the
full spectrum of diaghostic, thera-
pentic, and rehabilitative services re-
gquired for the care of ESED dialvsis
patients (including inpatient dialvais

42 CFR Ch. IV (10-1-05 Edition)

furnished directly or under arrarnge-
menti. A hospital nesd not provide
renal transplantation to gqualify as a
renal dialysls center.

(¢) Renal dialysis focility. A unit
which 1s approved to furnish dialvais
servicels) directly to ESRD patienta,

(d) Self-dialysiz unit. A unit that is
part of an approved renal transplan-
tation center, remnal dialvels center., or
renal dialvels facility, and furmndshes
aolf-dalyels services.

() Special purpose renal dialysis foacil-
ffy. A renal dialysis facllity which is
approved under §405.2164 to furnish di-
alysie at specilal locations on a short-
term basis to a group of dialysis pa-
tients otherwise unable to obtain
treatment in the geographical area.
The speclal locations muat be elther
apacial rehabilitative (includinge vaca-
tlon) locations serving ESRD patients
temporarily residing there, or loca-
tlone in nesd of ESRD facilities nnder
emergency clroumetances,

ESRD service. The type of care or
sorvices furnished to an ESRED patient.
Buch types of care are:

(a) Transplantadion service. A procoss
by which (1) a kldney 1e exclead from a
live or cadaveric donor, (2) that kKddney
la implanted in an ESRD patient, ard
(4) supportive care is furnished to the
liwing donor and to the reciplent fol-
lowing implantaticn.

(L) DHalysis service—i1) Inpatient dialy-
gig. Dlalvels which, because of medical
nacesalty, 12 furnished to an BESRD pa-
tlent on a temporary inpatient basls in
a hospital;

(2) Cutpatient dialysiz. Dlalyals fur-
nished on an outpatient basis at a
renal dialysls center or facility. Ont-
patient dlalveaels includes:

(1) Staff-assisted dinlysis. Dlalvela per-
formed by the staff of the center or fa-
cllite.

(1) Self-dialysiz. Dlalyvels performed,
with little or no professional assist-
arice, by an ESED patient who has
completed an appropriate course of
training.

(3) Home dialysisz. Dilalyals performed
by an appropriately trained patient at
home.

() Self-diglysizs aond Rome dialysis
fraining. A program that trains ESRD
patients to perform self-dialvels or
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home dialyais with little or no profes-
slonal asslstance, and trains other indi-
viduals to assist patients in performing
salf-dialysie or home dialyais.

Furnishes directly. The ESRED facility
providea the service through ite own
ataff and employess, or through indi-
viduals who are under direct contract
to furnish such services peraonally for
the facility (l.e., not through “‘agreea-
ments’ or “arrangernernts’ .,

Furnishes on the premises. The ESRD
facility furnishes services on its main
premises; or on ita other premises that
are (a) contigunouns with or in imme-
diate prozimity to the maln premises,
and under the direction of the same
profesaional staff and governing body
az the maln premises, or (b approved
on a time-limited basia as a apecial
purpose renal dialyals facility.

Histocompatibilify testing. Laboratory
toat procedures which determine comm-
patibility betweon a potential organ
donor and a potential organ transplant
reciplent.

Medical care criteria. Pradetermined
alements against which aspects of the
guality of a medical service max be
comparad. They are developed by pro-
fepalonals relyinge on profesaional ex-
pertise and on the professional 1it-
arature.

Medical care norms. Numerieal or sta-
tlatical measures of nenal obaerved par-
formance. Norms are derived from ag-
grecate Information related to the
health care provided to a large numbser
of patients over a period of time.

Medical care standards. Professlonally
developed expressions of the range of
accaptable variation from a norm or
criterion.

Medical care evaluation sfudy (MCOE).
Review of health care sarvices, usually
performed retrospectively, in which an
indepth assessment of the guality and’
or ntilization of such services la mads.

Network, ESRD. All Medicare-ap-
proved ERRD facilities in a designated
geopraphic area apecified by CMS.

Network organization. The adminlatra-
tive governing body to the networl and
llalson to the Federal government.

Cirgan procuremend. The procasa of ac-
gquiring denor kidneys. (See definition
of Crgan procuremend organizafion In
486,302 of this chapter.)

§405.2102

Grualified persennel. Personnel that
mest the reguiremente apecified in this
paragraph,

(a) Chief erecutive officer. A peraoh
who:

(1) Holda at least o baccalanreate de-
gree or 1ts equivalent and has at leasat
1 wear of experience in an ESRED unit:
or

(21 Is a registered nurse or phyelcian
director as defined in this definition; or

(3) As of Beptember 1, 1976, has dem-
ohnstrated capability by acting for at
least 2 Feara az a chief executive offi-
car 1n a dialvsis unit or transplan-
tation prograin.

(b Dhetisian. A person who:

(1) Is eligible for reglstration by the
American DMetetic Assoclation unnder
its reguirements in effect on June 3.
1976, and has at least 1 year of experi-
ence in clinical nutrition; or

(2) Has a baccalaureate or advanced
degres with major studies in food and
nntrition or distetica, and has at least
1 year of experience in clinical nutri-
tion.

(o) Medical record praciitioner. A per-
son who:

(1) Has graduated from a program for
Medical Fecord Admindstrators accred-
ited by the Council on Medical Edu-
cation of the American Medical Asso-
clation and the American Medical
Becord Assoclation, and is eligible for
cartification as a Reglstered Recond
Administrator (REA) by the American
Medical Record Assoclation under its
regquirements in effect on June 3, 1976,

(21 Has graduated from a program for
Medical Record Techriclans approved
Jjointly by the Conncll on Medical Edua-
cation of the American Medical Aseo-
clation and the American Medical
Becord Association, and 1= eligible for
cartification as an Accredited Record
Techniclian (ARTY by the American
Medical Record Assoclatlon ander its
reguirements in effect June &, 107&, or

(3) Has succeasfully completed ard
recalved a satisfactory grade in the
American Medical Record Associa-
tlon's Correspondence Couras for Med-
ical Record Personnel approved by the
Accraditing Commission of the MNa-
tional Home Study Council. and 1s eli-
zible for certification as an Aceredited
Becord Techrdclan by the American
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Medical Record Association under ita
reguirements in effect June 3, 1978,

(d) Nurse responsible for nursing sere-
ice. A person who la licensed as a reg-
latered nurse by the State in which
practicing, and (1) has at least 12
months of experience in clinical nura-
ing. and an additional § months of ez-
perience in nursing care of the patient
with permanent kKdney fallure or uan-
dercoinge  kidney transplantation, in-
cluding training in and ezperience with
the dialvsls process; or

(2) Haa 18 months of experience in
nuraing care of the patient on mainte-
nance dialveia, or in nursing care of the
patient with a kidney transplant. in-
cluding training in and experience with
the dialvsla process;

(20 If the nurse responsible for nurs-
ing service ia in charge of salf-care di-
aly=la training. at least 3 months of the
total reguired ESRD experience 1= in
training patienta in self-care.

(e) Physicien-director. A physlcian
who

(13 Is board eligible or board certified
in internal medicine or pediatrics by a
profesaional board, and has had at least
12 months of experlience or training in
the care of patients at ESRED facilities:
ar

(2) During the S-yvear period prior to
Septaember 1, 1076, sorved for at least 12
monthes as director of a dialysis or
transplantation prograln;

(2) In thoss areas where a phvsician
who meets the definition in paragraph
(1) or (2) of this definition s not avail-
abla to direct a participating dialvels
facility, another phyelcian meay direct
the facility, subject to the approval of
the Sacratary.

(fy Secial worksr. A person who is li-
censad, 1f applicable, by the State In
which practicineg, and

(1) Has completed a courae of study
with speclalization in clinieal practice
at, and holds a mastera degrae from, a
graduats school of soclal work accrad-
ited by the Council on Soclal Work
Eduecation; or

(2) Hap sarved for at least 2 years as
a soclal worker, 1 year of which was in
a dialysis unit or transplantation pro-
gradn prior to Saptember 1. 1976, and
has established a consultative relation-
glip with a social worker who gualifies

42 CFR Ch. IV (10-1-05 Edition)

under paragraph (£l of thisa defini-
tion.

() Transplantadion surgeen. A peraon
who:

(1) Is board eligible or board certified
in general surgery or urology by a pro-
fessional board: and

(2) Has at least 12 months training or
exiparience in the performance of renal
transplantation and the care of pa-
tients with renal transplanta.

[41 FE 22011, Juns % 1978, Badssignabtsd at 42
FE n3826, Sapt. 20, 1977, as amendesd at 42 FR
4p0n0, Oct, 19, 1073; ol PR 30351, Aug. 25, 1985,
nd FR 7, Mar, 1, 1938; oo FR 2570, Mar. 14,
18400

24052110 Designation of ESRED net-

works.

CMS deslgnated ESRD networkas in
which the approved ESBRED facilities
collectively provide the necessary care
for ESRD patients.

(a) Effect on patient cheice of facility.
The designation of networks does not
require an ESRD patient to sselk care
only through the facilities in the dea-
lgnatad network where the patient re-
aldes, nor does the designation of net-
works limit patient cholce of phyail-
clans or facilities, or preclude patient
referral by phyelcians to a facility in
another deaslgnated networlk.

(b)) Redesignation of nefworks. CMS
will redesighate networks, as needed,
to ensure that the designations are
conslstent with ESRD prograln experi-
ence, conslatent with ESED program
objectives specified 1n §405.2101, and
compatible with efficlent prozram ad-
miniatration.

[71 FE 20381, Ang. 36, 1986)

S405.2111 [Reserwved]

2405.2112 ESRD network

organiza-
t1ons.

CMS will designate an administra-
tive governing body (network organiza-
tion) for each networlk. The functiorns
of a network organization include bat
are not limited to the following:

(a) Developing network goala for
placing patients in settings for aelf-
care and tranasplantation.

() Encouraging the uase of medically
appropriate treatment setblnge moat
compatible with patient rehabilitation
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and the participation of patienta, pro-
viders of services, and renal disease fa-
cilitles in  vocatlonal rehabilitation
programs.

(o) Developing criteria and standarda
relating to the qguality and appro-
priatensss of patient care and, with re-
spect to working with patients, facili-
tlea, and providera of services, for en-
conraging participation in voecational
rehabilitation programsa.

(1) Evaluating the procedures nsad by
facilitiea in the network In assessing
patienta for placement in appropriate
treatment modalities.

ey HMMakine recommendations to
member facilities as neaded to achieve
network goala.

(fi On or before July 1 of each year,
submitting to CMSE2 an antaal report
Ei}:m.t- contalns the following informe-

oI

1) A statement of the network goals.

2y The comparative performance of
facilities regarding the placement of
patienta in appropriate settings for—

(1) Balf-care;

(11) Transplants; arnd

(1ily Vocational rehabilitation pro-
ETAINE.

2y Identification of those facilitiea
that consistently fall to cooperate with
the goals apecified under parazraph
(f3i1y of this sectlon or to follow the
recommendations of the medical re-
view board.

4y Identification of facilities and
providera that are not providing appro-
priate maedical care.

(5) Becommendations with respect to
the nead for additional or alternative
sarvices in the network includinge salf-
dialyals training, transplantation ard
organ proculaement.

() Evaluating and reaclving patient
grievarnces.

hy Appointing a network council and
a medical review board {each ineluding
at least one patient representative) ardd
snpporting and coordinating the activi-
tias of each.

1) Conduecting on-site reviews of fa-
cllities and providers as hecessary, as
determined by the medical review
board or CMS, uslng standards of care
as gpaciflied under paragraph (o) of thia
saction.

17 Collecting, wvallidating, and ana-
lvzing auch data as necessary to pre-

§405.2121

pare the reporta reguired under para-
graph (f) of this section and the Bec-
retary's report to Congress on the
E2RED program and to assure the main-
tenance of the registry established
nnder ssction 18810 ci(7T) of the Act.

[53 FR 1630, Jan. 21, 1968]

405.2113 Medical review board.

(a) General. The medical review board
must be compoped of phyelclanes,
naraes, and social workers engaged in
treatment relating to ESRD and guali-
fied to evaluate the guality and appro-
priateness of care delivered to ESRD
patients, and at least one patient rep-
resentative.

(b)) Restrictions on medical review board
members. (1) A medical review board
member muat not review or provide ad-
vice with respect to any case in which
he or ehe has, or had, any professicnal
involvement, recelved reimburssment
or supplied sooda.

(2 A medical review board member
must not review the ESRD sarvices of
a facility in which he or she haas a di-
rect or indirect financlal intersat (as
described in sectlon 1126(aWl) of the
Act].

[¢1 FE 30661, Aug. 26, 1986, as amendsd at 53

FE 1620, Jan. 21, 1948]

2405.2114 [Reserved]

4052120 Minimum utilization
gemeral.

Section 1881iL) 1) of the Soclal Becu-
rity Act (42 T.5.C, 1305rbil)) anthor-
izes the Becretary to llmit payment for
EARD care to those facilities that meat
the reguirements that the Becretary
may prescribe, including mindmum ati-
lization rates for covered
traneplantations. The mindmuom utili-
zation rates, which are explained and
specified in §§405.2121 throuch 405.2130,
may be changed from time to time in
accordance with program experience.
Changes will be published as amend-
ments to thess resulations.

(50 FE 23440, Juns 8, 1900]

rates:

S405.2121 Basis for determining min-
imum utilization rates.

In developing minimum utilization

rates, the Becretary talkes Into account

the performance of ESRD facilities, the
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avallability of care, the guality of care,
arnd the efficient utilization of egquip-
ment and peracnnel, based on the fol-
lowing evidence:

(a) Information on the geographic
distributicn of ESRD patiente and fa-
cllitles;

(b Information on quality of care;
arid

(e Information on operational and
managemant efficiency.

[41 FE Z2n11, June 3, 1876, Redesignatad at 43
FE o282, Sept 30, 1977, as amended at 51 FR
20363, Ang. 36, 1946, 50 FR 28440, Juns 8, 10%0]

24052122 Tyvpes and duration of clas-
sification according to utilization
rates.

A renal transplantation centar that
meaeets all the other conditions for cov-
arage of ESRED services will be clasal-
fled according to its utilization rata(a)
as followa: Tneonditional atatns, condl-
tlonal status, exception status, or not
allgible for relmbursement for that
EBRD service. Such classiflcation will
be based on previously reported utiliza-
tion data (see §405.2124, except as apeci-
fied in paragraph (a) of this section),
and will be effective until notification
of sunbseguent clasalfication ocours.
(Bee §405.2123 for reporting reguire-
ments; §405.2124 for method of calcu-
lating rates: §4065.2130 for specific
atandards.)

(a) Imitial classification. (1) A renal
transplantation center that has not
previously participatad in the ESRED
program will be granted conditional
gtatus 1f it submite a written plan, de-
talling how it will achiewve the utiliza-
tlon rates for conditional status by the
and of the second calendar vear of ita
operation under the ESED progratn,
arid the rates reqguired for uncondi-
tional atatus by the end of its fourth
calendar year of operation.

(23 The renal transplantation center's
performatcs will be evaluated at the
and of the first calendar year to ascear-
tain whether i1t is properly imple-
menting the plan.

b Erception status. (1) A renal trans-
plantation center that doea not meet
the minimum utilization rate for un-
conditional or conditional status may
be approved by the BSecretary for a
time limited exception status if:

42 CFR Ch. IV (10-1-05 Edition)

1y It meets all other conditions for
covelracs nnder this subpart:

11y It is nnable to meet the minimum
ntilization rate becanse 1t lacks a suffil-
clent number of patients and ia located
in an area without a sufficlent popu-
lation base to support a center or facil-
ity which wonld meet the rate; and

(111} Ita abscnce wonld adversely af-
fact the achlevement of ESRD progratn
objectives.

(27 A hospital that furnishes renal
traneplantation services primarily to
pediatric patients and ia approved as a
renal dialysls center under this sub-
part, but doess not meet the utilization
standards prescriled 1n  §405.21300a),
may be approved by the Secretary for a
time lmited exception atatua if:

1y It meests all other conditions for
coverace as a renal transplantation
cantar;

(11} The surgery 1z performed under
the direct supervision of a gualified
transplantation surgeon (§405.2102) who
la  also performing renal {transplan-
tation surgery at an approved renal
transplantation center that 1= pri-
marily oriented to adult nephrology:

(111) It has an agzrecment, with the
other hospltal serviced by the aurgeon.
for sharing lmited resources that are
neadad for kidney transplantation; and

(1v) There are pediatric patients who
nead the surgery and who cannot ob-
taln it from any other hospital located
within a reascnable distance.

[43 FE. 43851, Oco, 18, 15978, as amended at 45
FE 58134, Sept, 2, 1980; 51 FR 30362, Ang, 26,
1636, 53 FR 23440, June 8, 105]]

405.2123 Reporting of utilization

rates for classification.

Each hoapital furtishing renal tramns-
plantation servicea must submit an an-
nual report to CM2 on its utilization
ratea, The report must include both the
number of transplants performed dar-
ing the most recent year of operation
arid the number performed duaring each
of the precedinge 2 calendar yvears.

[t FE 23441, Juns 8, 1004]
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54052124 Caleulation of uatilization
rates for comparison with minimal
utilization rate(s) and notification
of status.

For purposes of classification the
Secretary will uss elther the utiliza-
tlon rate for the preceding 12 months
or the averagse utilization rate of the
preceding 2 calendar years, whichever
la higher. The Secretary will inform
each ESRD facility and the network
coordinating council of the network
area in which the E2BRD facility 1 lo-
cated of the results of this clasaiflca-
tion.

24052130 Condition: Minimuom utiliza-
tion rates.

TUnlesa a renal transplantation center
la  granted an exception  under
B405.2122(b), the center must meet the
following minimum utilization ratsia)
for nneonditional or conditional status:

(a) Unconditional statue: 15 o1 more
transplanta performed annually.

by Conditional status: 7 to 14 trans-
planta performed annually.

[5% FE 22441, June &, 1960]

2405.2131 Condition: Provider status:
Renal transplantation center or
renal dialyvsis center.

A renal transplantation center or a
renal dialyals center {(§405.2102(e) (1) or
(21 operated by a hospltal may gqualify
for approval and be reimbursed under
the ESRD program only if the hospital
iz otherwlse an approved provider in
the Medicare program.

S405.2132  [Reserved]

2405.2133 Condition: Furnishing data
and information for ESRID program
administration.

The E2RD facility. laboratory per-
forming histocompatibility  testing,
and organ procurement organizaticrn
furrndshes data and information in the
manner and at the intervals apecified
by the Secretary. pertainine to ita
EBRD patient care activitles and coats,
for ineclusion in a national ESRED med-
leal information aystem and in com-
pllatione relevant to program adminis-
tration, including claims processing
and relmburssment. Such information
iz treated as confidential when 1t per-
tains to individual patienta and is not

§405.2136

disclozed except as authorized by De-
partmment regulations on confiden-
tilality and disclosure (see 46 CFE parts
5. 5b, and part 401 of this chaptear).

[03 FR 6248, Mar. 1, 1088]
405.2134 Condition:
network activities.,

Each facility must participats in net-
work activitles and pursune network
wonls,

[l PR 20353 Aug. %6, 16686

Participation in

4052135 Condition: Compliance with
Federal, State and local laws and
regulations.

The E2RD facility is in compliance
with applicable PFederal, State and
local lawea, and regulations.

(a) Standerd: Heemsure. Where State
or applicable local law provides for the
licenaine of BERRD facilitles, the facil-
ity 1a:

(1) Licensed puranant to such law: or

(2) Approved by the agency of such
Btate or locality respornsible for such
lleanaine as meeting the standards es-
tablished for such licensing.

by Standard: Heoewsure or regisération
of personnel. Each staff member 1s cur-
rently licensad or reglstered in accond-
ance with applicable law.

(o) Sfandard: cowformify with ofher
Igips. The facility is in conformity with
applicable lawse and regulations per-
taining to fire safety, equipment. and
other relevant health and safety re-
gquirements.

44052136 Condition: Governing body
and management.

The ESRD facility is under the con-
trol of an ldentifiable governing body.
of designated personis) so functioning,
with full legal aunthority and resporsi-
bility for the sovernance arnd operation
of the facility. The governing hbody
adopta and enforces rulea and recula-
tione relative to ita own governance
and to the health care and safety of pa-
tients, to the protection of the pa-
tlents’ perschal and property righta,
and to the general operation of the fa-
cility. The governing body recelves arnd
acts npon recommendations from the
network organization. The governihg
body appolnta a chief executive officer
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who 12 responeible for the overall mar-
agement of the facility.

ia) Stondard; disclosure of cwnership.
The E2RD facility supplies full and
complete information to the State aur-
vey agency (54051904 a0 as to the iden-
ity of:

1) Each person who haa any direct or
indirect ownership interest of 10 per
centum or more in the facility, or who
12 the owner (in whole or in part) of
any mortgage, deed of trust, note, or
ather obliFation secured (in whole or in
parti by the facility or any of the prop-
arty or assets of the facility:

i2) Each officer and director of the
corporation, 1f the facility s organized
as a corporation; and

i3 BEach partner. if the facility 18 or-
ganizad as a parthership and promptly
reports to the State survey agency any
changes which would affect the current
accuracy of the information so re-
gquired to be supplied.

ity Standard: Operafional objec#ives.
The operational olijectives of the ESRD
facility, including the services that 1t
provides, are eatablished by the gov-
arning body and delineated in writine.
The governing body adopta effective
administrative rules and resulations
that are designed to safegsuard the
health and safety of patients and to
govarn the general operations of the fa-
cility, in accordance with legal re-
gquirementa. Buch rules and regulations
are in writihe and dated. The gov-
arning body ensures that thev are oper-
ational, and that they are reviewed at
least annually and revised as nec-
esgary. If the ESED facllity iz engaged
in the practice of hemodialvzer reunss,
the governing body ensures that there
are written policies and proceduores
with respect to reuse. to assure that
recommended astandards and conditions
are being followed, and requires that
patienta be informed of the policies and
procaduresa,

i1y The oljectives of the facility are
formulated in writine and clearly atat-
ad in documenta appropriate for dis-
tribution to patients,  facillty per-
sonnel. and the public.

i2) A description of the services pro-
vided by the facility, together with a
caterorical lsting of the types of diag-
nostie and therapeutic procedures that

42 CFR Ch. IV (10-1-05 Ediition)

may be performed. 1s readily available
npon requeast to all concernead.

(3 Admission criteria that insure aq-
nitable access to services are adopted
by the facility and are readily avall-
able to the public. Accesa to the self-di-
alvsie unit 1a avallable only to patients
for whom the facllity maintains pa-
tlent care plana (see §405.2137).

(41 The operational objectivea and ad-
ministrative rules and regulations of
the facility are reviewed at least annu-
ally and revised as necessary by the ad-
ministrative staff, medical director,
and other appropriate perscnnel of the
facility, and are adopted when ap-
proved by the governing body.

(o) Standard; chisf execusive officer.
The governing body appointa a guall-
fled chief executive offlcer who, as the
EARD facility's administrator: Is re-
sponaible for the overall management
of the facility; enforces the rules and
regulations relative to the level of
health care and safety of patients, and
to the protection of thelr peracnal arnd
property rights; and plans, organizes,
and directs thoss responsibilities dele-
gated to him by the governing body.
Through mestings and periodic reporta,
the chief executive officer malntains
on-golng llalson among the governine
body. medical and nursing persontel,
and other professional and superviscory
ataff of the facility. and acte upon rec-
ommendations made by the medical
staff and the governinge body. In the alb-
sence of the chief executive officer, a
gqualifisd person ia anthorized in writ-
Ing to act on the officer'a behalf.

(1) The governing body delineatss in
writing the responsibilities of the chief
gxecntive officer, and ensures that he’
she la suffliclently free from other duo-
tiez to provide effective direction amd
management of the operations and fla-
cal affairs of the facility.

(27 The chief executive officer serves
on a full-time or part-time baais, in ac-
cordance with the scope of the facili-
ty's operations and administrative
needs, and devotes sufflelent time to
the conduct of auch responsibilities.

(3) The responsibilities of the chief
execublive officer include but are not
limited to:

i1y Implementine the policlies of the
facility and coordinatinge the provielon
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of services, in accordance with delega-
tlons by the governing body.

(11) Organizing and coordinating the
administrative funections of the facil-
ity. redelegating duties as authorized,
and establishing fortnal means of ac-
countability for those involved in pa-
tlent care.

111y Authorizing expenditures in ac-
cordance with established policies and
procadures,

(1v) Familiarizine the staff with the
facility's policiea, rules, and regula-
tions, and with applicable Faderal,
SBtate. and local lawa and resulations.

(71 Malntaining and submitting such
records and reports, including a chron-
alogleal record of services provided to
patienta, as may be reguired by the fa-
cility’e internal comunittess and gov-
erning body, or as required by the Sec-
ratary.

vl Participating in the develop-
ment. nesotiation, and implementation
of agresmenta or contracts into which
the facility may enter, subject to ap-
proval by the governing body of such
acresments or contracts.

(vily Participating in the develop-
ment of the organizational plan and en-
suring the development and implamaer-
tation of an accounting and reporting
gvatern, including annnal developrment
of a detalled budgetary prograim, maln-
tenance of flacal records, and gquartarly
submission to the governing body of re-
porta of expenses and revenues geon-
arated through the facility’s operation.

(viil) Ensuring that the facility em-
ploFe the number of gualified peracnnel
neadad; that all employess have appro-
priate orientation to the facility and
thelr work responsibilities upon em-
ploFment: and that they have an op-
portunity for continuing education and
related development activities.

(dy Standard: personnel policles and
proceduras. The  governing  body,
through the chief executive offlcer of
the ESRED facility, ia responsible for
malntaining and implementing written
personnel policles and procedurss that
support =ound patlient care and pro-
mots good persontel practices. These
policies and procedures ensure that:

(13 All membere of the facility s staff
are gualified to perfortn the duties and
responsibilities assigned to them and
meet: such Federal, State, and local

§405.2136

professional
apply.

(27 A pafe and sanitary environment
for patienta and personnel exista, and
reports of incldents and accldents to
patients and personnel are reviewed to
identify health and safety hazards.
Health supervision of perscnnel s pro-
vided, and they are referred for perl-
odic health examinations and treat-
ments as Necessaly of as regquired by
Faderal, Stata, and local laws. Proce-
dures are established for routine test-
ing to ensure detection of hepatitis and
other infections diseasss.

(3 If the services of trainees are utl-
lized in providing ESRED services, such
traineses are under the direct super-
vislon of qgualified professional per-
sonnel.

4y Complete peraonnel records are
malntained on all personnel. These in-
clude health status reports, resumes of
training and experience, and current
1ot descriptions that reflect the eni-
ployess” responsiblilities and work as-
slenments.

(5) Personnel policles are written and
made avallable to all personnel in the
facility. The policies provide for an ef-
factive mechaniam to handle personnel
grievances.

(61 All personnel of the facility par-
ticipate in educational programs on a
regular hbasla, These progralme cover
inmitial orientation, and continuning in-
service training, including procedures
for infection control. Records are
maintained showing the content of
training sessions and the attendance at
such seselons.

(77 Personnel manuals are main-
tained, perliodically updated, and made
avallable to all personnel involved in
patient care.

() Standard: wse of outside resources.
If the ESED facility males arranse-
ments for the provision of a epecific
service as aunthorized in this subpart,
the responsibilities, functions, oblec-
tives, and the terms of each arranse-
ment, including financial provisions
and charges, are delineated in a docu-
ment sighed by an anthorized rep-
resentative of the facility and the per-
a0l orF agency providing the service.

reguirements as  may
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The chief executive officer when uti-
lizing outelde resource, as a consult-
ant, assures that he is apprised of rec-
ommendationa, plans for implementa-
tlon, and continuing assessment
through dated. signed reports, which
are retalned by the chief executive offl-
calr for follow-up action and evaluaticn
of performancea.

(fi Standard: pagient care policies. The
E2RD facility has written policies, ap-
proved by the governing body, con-
cerning the provision of dialyals and
other ESRD services to patlents. The
governing body reviews implernenta-
tlon of policies periodically to ensure
that the intent of the policles 18 car-
rlad out. These policies are developead
by the phyvaician responsible for super-
vising and directing the provision of
BERRD services, or the facility's orca-
nized medical staff (if there i= one),
with the advice of {and with provision
for review of such policies from time to
time, ut at least annnally, by) a group
of professional personnel assoclatad
with the facility, incloding, but not
limitad to, one or more phyaicians and
ane oF more reglsterad nurses experi-
anced in rendering ESED care.

(1} The patient care policles cover
the followine:

(1) Bcope of servicea provided by the
facility (elther directly or under ar-
ranganient .

{11y Admisasion and discharge policies
{in relation to both in-facility care and
home care).

{111y Medical supervieion and phyai-
clan services,

(iv) Patlent long term programms, pa-
tlent care plans and methods of imple-
mentation.

(v) Clare of patients in medical and
ather emergaencies.

(v1) Pharmacentical services,

(vil) Medical recorda (including those
maintained in the ESRD facility and in
the patiente’ homes, to ensare ocon-
tinulty of care).

(viil) Adminisetrative recorda.

(1x) Tse and maintenance of the phya-
ical plant and equipment.

() Consultant qgualifications, func-
tlons, and responaibilities.

(1) The provision of home dialyais
support  servicea, 1f offered (see
§405. 21630 ).

42 CFR Ch. IV (10-1-05 Edition)

(2) The physician-director of the fa-
cility 1a designatad in writihe to be re-
sponaible for the execution of patient
care policies. If the responsibility for
dayF-to-day executlon of patient care
policiea  has been delegated by a
physlcan director to (or, in the case of
a self-dlalysls unit, to another licensad
health practitioner) a registered nuraa,
the physican-director provides medical
culdance in such mattars.

(31 The facility policy provides that,
whenever feasible, hours for dialyails
are scheduled for patient convenlence
anid that arrangementa are made to ac-
commodatsa employed patients who
wizsh to be dialvzed during thelr non-
workinge hours.

4y The governing body adopts poli-
clea to ensure thers 1s evaluation of the
prograsa each patient is making toward
the goals stated in the patient's long
tertn prograimn and patient's care plan
(mee §405.21370a ). Buch evaluations are
carried ount through regularly ached-
nled conferences, with participation by
the staff involved in the patient's care.

(g Standard: medical supervision and
emergency coverage. The governing body
of the ERRD dialysils andior tranaplant
facility ensures that the health care of
avery patient is under the continming
supervizion of a physician and that a
physiclan is avallable In emercency
sltunations.

(1) The physician responsible for the
patient’s medical supervision evaluates
the patient’s immediate and lons-term
neada and on this basis prescribes a
planned regsimen of care which covers
indicated dialysis and other ESRD
treatments, services, medications, diat,
apacial procedures recommended for
the health and safety of the patient.
anid plans for continuing care and dia-
charge. Such plans are made with inpuat
from other professional personnel in-
volved in the care of the patient.

(2} The governing body ensures that
there 18 always avallable medical care
for emergencies, 24 hours a day, 7 days
a weok. There 1a posted at the nureing’
monitorit station a roster with the
names of the physicians to be called.
when they are avallable for emer-
genelea, and how they can be reached.

(hy Standard: medical staff. The gov-
arning body of the E2BRD facility des-
lgnatea a  gualified physician  (see
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E406.2102) ag director of the ESRD serv-
lces; the appolntment 1s made upon the
recomimendation of the facility's orga-
nizad medical staff, if there is ons. The
govertiing body  eatablishes written
policies regarding the development., ne-
gotlation., consummation, evaluation,
and termination of appolntmente to
the medical staff.

[41 FE 2811, Juns 3, 19576 Badesipnated at 43
FE o286, Sept. 30, 1977, and amendsd at 43
FER 48002, Oct, 10, 1978; 01 FRE 30862, Aug. 28,
1936; 0% FR 38234, Oct, 3, 1987]

3405.2137 Condition: Patient
term program and  patient
plan.

Each facility malntains for each pa-
tlent a written long-term program ard
a written patient care plan to ensure
that each patient receivea the appro-
priate modality of care and the appro-
priate cars within that modality. The
patient, or where appropriate, parent
or legal gunardian ie involved with the
health team in the planning of care. A
copy of the current programmn and plan
accompany the patient on interfacility
transfer.

(a) Standard: patient long-ferm  pro-
gram. There 1s a written long-term pro-
gralmn representing the selection of a
gunitable treatment modality (l.e.. di-
alysle or transplantation) and dlalyais
setbing (e.z., home, self-care) for each
patient.

(13 The program 12 developed by a
profesaional team which includes but ia
not limited to the phyaician director of
the dlalwvels facility or center where
the patient is currently belng treated,
a phyalclan director of a center or fa-
cllity which offers self-care dialyals
training (if not avallable at the loca-
tion where the patient is belng treat-
adi, a transplant surgeon, o gualified
nurae respongible for nursing services,
a qualified dletitian and a gualified so-
clal worker.

(2) The program le formally reviewead
and revised in writing as necessary by
a, team which includes bat is not lim-
itad to the physician director of the di-
alys=le facility or center where the pa-
tlent 1= presesntly belng treated. in ad-
dition to the other personnel listed in
parasraph (a)(1) of this section at leaat
avery 12 monthsa or more often as indi-
cated by the patient's response to

long-
care

§405.2137
treatiment (see  §405.2161(L(1) and
§405.21700a.)).

{41 The patient. parent. or legal

suardian, az appropriate, s involved in
the development of the patient's long-
termm prograil, and due consideration is
ziven to his preferences.

4y A copy of the patient’s long-tarm
prograim accompanies the patient on
interfacility tranafer or ia sent within 1
working daw.

(b Standard: pagient care plan. There
la a written patient care plan for each
patient of an ESRD facility (includine
home dialysis patlenta under the super-
vislon of the ESRD facility; see
§406.216830e)), based upon the nature of
the patient’s 1llness, the freatment
preseribed, and an assesament of the
patients nesds.

(1) The patient care plan ia porsonal-
lzed for the individual, reflects the pey-
chological, social, and funetional neads
of the patlent, and indicates the ESRD
and other care reguired as well as the
individualized modifications in  ap-
proach necessary to achleve the long-
term and short-term coals.

(23 The plan ia developad by a profes-
alonal team conslsting of at least the
physician responsible for the patient's
ERRD care. a gualified nurse resporn-
aible for mursing services, o gualified
soclal worker, and a gqualified dietitian.

(3) The patient. parent. or legal
ruardian, as appropriate, is involved in
the development of the care plan, and
due coneslderation is given to his pref-
arances,

i4) The care plan for patients whose
medical condition has not bacome sta-
bilized i reviewed at least monthly by
the professional patient care team de-
acribad in paracraph (BW2) of this sec-
tion. For patienta whoss condition has
become stabilized, the care plan is re-
viewad every 6 monthe. The care plan
la revised as neceasary to lnsure that it
provides for the patients ongolng
heada,

(5% If the patient is transferred to an-
other facility, the care plan ia sent
with the patient or within 1 working
daw.

(6) For a home-dialyels patient whose
care 1a under the supervision of the
EARD facility, the care plan provides
for periodic monitoring of the patient's
home adaptation, including provisions
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for visits to the home by gualified fa-
cllity perscnnel to the extent appro-
priate. { Ses §406.21631a).)

(71 Baginning July 1, 1801, for a home
dialyals patient, and beginning Janu-
arv 1, 1904, for any dialvsia patisnt,
who uses EPOD in the home, the plan
must provide for momnitorine home use
of BP0 that includes the following:

1y Beview of diet and fluid intake for
indiscretions as indicated by hyper-
kalemia and elevatad blood presaure
sacondary to volume overload.

(11} Beview of medications to ensure
adequate provision of supplemental
iron.

(1) Ongolng evaluations of hemato-
crit and iron stores.

1v) A reevaluation of the dialveis
prescription taking into account the
patient’s increased appetite and red
bload cell volume.

(vi A method for physician followup
on blood testa and a mechaniam (such
as a patilent log) for keeping the phyvai-
clan informed of the resulta,

w1y Training of the patient to 1den-
tify the alrne and symptoma of hypo-
tension and hypertension.

(vily The decrease or discontinuance
af EPO if hypertension 1s uncontrol-
labla.

[41 FE 22011, June 3, 1876, Redesipnated at 43
FE 52326, Sept. 20, 1877, a2 amended at 43 FR
48408, Ot 19, 1873 ob FE 1234, Jan, 10, 18604
8 FE 35058, May 35, 1094]

5405.2138 Condition: Patients
and responsibilities.

The governing body of the ESED fa-
cllity adopts written policies recarding
the richta and responsibilities of pa-
tients and, throush the chief exscutive
afficer, is reaponsible for development
of, and adherence to, procedures imple-
menting such policies. Thess policiea
and procedures are made avallable to
patienta and any guardlians. next of
kin, sponsoring agencyilea), represant-
ative pavees (selected pursnant to sec-
tlon 206(7) of the Soclal Security Act
and subpart @ of 20 CFE part 404), and
to the public. The staff of the facility
ie trained and involved in the execn-
tion of such policles and procedures.
The patienta” richte policies and proce-
dures enenre at leaat the following:

(a) Standard: informed patients. All pa-
tlents in the facility:

rights

42 CFR Ch. IV {10-1-05 Ediition)

(1) Are fully informed of these rights
and responeibilities, and of all rules
and regulations governing patient cor-
duct and responsibilitios:;

(27 Are fully Informed of sarvices
avallable in the facility and of related
charges including any charges for serv-
lces not covered under title XVIID of
the Social Security Act;

(%) Are fully informed by a phyeician
of thelr medical condl tlon nnless medi-
cally contraindicated (as documented
in their medical records);

4y Are fully informed regarding the
facility’s reuse of dialyels suppliss, in-
cluding hemodialyzera. If printed mate-
riale such as brochures are utilized to
describe a facility and ite services,
they muat contain a statement with re-
apect to reuse: and

(61 Are fully informed recarding their
aultability for transplantation and
home dialysis.

(W) Standard: pardéicipation in planning.
All patients treated in the facility:

(1) Are afforded the opportunity to
participate in the planning of thelr
medical treatment and to refuse Lo par-
ticipate in experimental research;

(21 Are transferred or diecharged only
for medical reascons or for the patient’s
walfare or that of other patients, or for
nonpayment of fees (except az prohib-
ited by title EVIII of the Soclal SBecu-
rity Act), and are given advance notice
to ensure orderly transfor or discharge.

(o) Standard: respecd: and dignizy. All
patlents are treated with consider-
ation. reapect, and full recogmition of
thelr individuality and persocnal needs,
including the need for privacy in treat-
ment. Proviaion is made for translators
where a significant number of patients
axhibit lansnagze barrers.

(dy Standard: confidensialify. All pa-
tlents are ensured confidentlal treat-
ment of thelr personal and medical
records, and may approve or refuse re-
lease of such records to any individual
outeide the facility. except in casa of
thelr transfer to another health care
inatitution or as required by Federal.
Atate, or local law and the Secretary
for proper administration of the pro-
ZTal.

(e) Standard: grievance mechanism. All
patients are enconrased and asalsted to
nnderstand and exercise their righta.
Grievances and recommendsd changos
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in policieas and services mary be ad-
dressed to facility staff, admindatra-
tlon, the network organization, and
agencles or reculatory bodies with ju-
rladiction over the facility, through
any representative of the patients
cholee, without restraint or inter-
ference, and without fear of dscrimi-
nation or reprisal.

[41 FE 22011, Juns 3, 1976, Redesipnatsd at 43
FE 5Z26, Sept, 3, 1877, as amended at 51 FRE
F363, Ang. 36, 1986 52 FE 36034, Oct. 3, 1987]

2405.2139 Condition: Medical records.

The E2ERED facility maintains com-
plete medical records on all patienta
(including self-dialvals patienta within
the salf-dialw=le unit and home dialvals
patienta whose care 1s nnder the super-
vislon of the facility) in accordance
with accepted professlonal standards
and practicea. A member of the facili-
ty's ataff 1z deslgnated to serve as an-
pervisor of medical records services,
and ensures that all records are prop-
erly documented, completed, and pre-
sarved. The medical records are com-
pletely and accurately documented,
readily available, and syastematically
organized to facilitate the compilation
and retrieval of information.

(a) Standard: medical record. Bach pa-
tlant's medical record contains suffl-
clent information to identify the pa-
tlent clearly. to Justify the diaghnosls
and treatment, and to docuoment the
resnlts accurately. All medical records
contain the following general ocat-
epories of information: Documentad
evidence of assessment of the needs of
the patient. whether the patient i1s
treatead with a reprocaesasd
hemodialyzer, of establishment of an
appropriate plan of treatment. and of
thae care and services provided (see
B405.2137(a) and (bi: evidence that the
patient was informed of the results of
the assessInent described in
5405.2138(a) 5 1dentification and social
data: slgned consent forme referral in-
formation with authentication of dlag-
nosis; medical and nursinge history of
patient: reportie) of phwvsician ezam-
inationis); diagnostic and therapeutic
ardera; observations, and progreas
notes; reports of treatments and clin-
ical findinga: reports of laboratory and
ather diagnoatic teste and procedures;

£405.2139

and discharge summary including final
diagnoals and prognosis.

(b Standard: profection of medical
recard information. The ESRD facility
safegnards medical record information
acalnst loss, destruction. or unanthor-
ized nse. The ERRD facility has written
policies and procedures which govern
the nse and releass of information oorn-
tained in medical records. Written con-
sent of the patient, or of an anthorized
person acting in bohalf of the patient.
iz reguired for release of information
not provided by law. Medical records
are made avallable nnder stipulation of
confidentiality for inspection by au-
thorized agents of the Secretary, as re-
guirad for administration of the ESED
prograim nhder Maedicare.

(c) Standerd: medical records super-
wsor. A member of the EESRD facility's
ataff 1a designated to serve as super-
visor of the facility's medical records
service, The functions of the medical
recorda supervisor include, but are not
limited to. the {following: Ensuring
that the records are documented, com-
pleted, and maintained in accordance
with accepted professional atandards
and practices; safegnarding the con-
fidentiality of the records in accord-
ance with established policy and legal
reguirements; ensuring  that  the
records contaln pertinent medical in-
formation and are filed for easy re-
trieval. When necessary. consultation
iz secured from a gualified medical
record practitioner.

(d) Standard: Completion of meadical
records and cenéralizafion of dinical -
Formagion. Current medical records ard
those of diacharged patienta are comm-
pleted promptly. All clindcal informa-
tion pertaining to a patient la central-
ized in the patient's medical record.
Provision 1s made for collecting and in-
cluding in the medical record medical
information generated by self-dialyals
patients. Entries concerning the daily
dialyails processg may elther be com-
pleted by ataff. or be completed by
trained self-dlalvels patients, tralned
home dlalyals patients or trained as-
alstants and countersiened by staff.

(e) Standard. refendion and preservo-
ton of records. Medical recorda are re-
talned for a period of time not less
than that determined by the State
atatnte soverning records retention or
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statute of limitations; or in the ab-
sance of a State statute, 5 years from
the date of diacharge; or, in the cass of
a minor, 3 years after the patient be-
comes of age under State law, which-
avar 1a longest.

(fi Standard: location and facilities.
The facility malntains adeguate facili-
tlea, equipment, and space convern-
lently located, to provide efficlient
procesaine of medical records (e.g., re-
viewing, fililne, and prompt retrieval)
and statistical medical information
(e, raquired abstracta, reports, eto.).

(o) Standord: fransfer of medical infor-
magion. The facility provides for the
interchangs of medical and other infor-
mation necessary or useful in the care
and treatment of patienta transferred
betwean treating facilities, or in deter-
mining whether such patienta can be
adegunately cared for otherwise than in
alther of such facilities.

[41 FE 22811, Juns 3, 1996, Badesignatsd at 43
FER 52326, Sept 3, 1977, a2 amended at 43 FR
43003, Oct. 10, 1078 52 PR 36034, Oco. 2, 19687)

24052140 Condition: Physical environ-
ment.

The physical environment in which
EBRD services are furnished affords a
functional, sanitary, safe, and com-
fortable setting for patients, staff and
the pullic.

(a) Standard: building ond eguipment.
The phyeical structure in which ESRD
sarvices are farnished iz conetructed,
equipped, and maintained to insure the
safety of patiente, staff, and the public,

(17 Fire extinsuishers are conven-
lently located on each floor of the fa-
cllity and in areas of special hazard.
Fire regulations and fire management
procedures are prominently posted and
properly followad.

2y All elactrical and other egquipment
naad in the facility is maintained free
af defecta which conld be a potential
hazard to patients or personnel. There
iz eztablished a planned program of
preventive malntenance of eguipment
naad in dialysia and related procedures
in the facility.

(3) The areas used by patients are
maintained in good repailr and kept
free of hazards such as thoss creatad by
damaged or defective parts of the
ailding.

(1) [Reasarved]

42 CFR Ch. IV (10-1-05 Edition)

(531 The ESRED facility must employ
the water guality reguirementa listed
in paragraph (a)is)il) of this ssction
developed by the Assoclation for the
Advancement of Medical Instrumenta-
tlion (AAMI) and published in “Hemo-
dialyals Bystems,” second edltion,
which is incorporated by reference.

11y Required water guality reguire-
ments are those llated in sectlons 3.2.1,
Water Bacteriology; 3.2.2, Maximunm
Level of Chemical Contaminants; and
in Appendiz EB: Guldeline for Moni-
toring Purity of Water Used for Hemo-
dialvais as Bl through BS.

(111} Incorporation by reference of the
AAMI'e “Hemodlalysls B3ystems,” seo-
ond edition. 1902, was approved by the
Director of the Federal Reglster in ac-
cordance with 5 TS0, 562(a) and 1 CFR
part 5117 If an¥ changes in “Hemo-
dialyals Svateme.” ascond edition, are
also to be incorporated by referencea, a
notice to that effect will be published
in the FEDERAL REGIETER.

(b Standard: faverable environment for
pasientz. The facility 1s maintained and
aquipped to provide a functional sani-
tary, and comfortable environment
with an adeguate amount of well-light-
ad apace for the ssrvice provided.

(1) There are written policiea and
procedures in effect for preventing and
controlling hepatitis and other infec-
tione., These policies include, but are
not limitad to, appropriate procedures
for survelllance and reporting of infec-
tlone, housekeeping, handling and dis-
posal of waste and contaminants, and
sterilization and disinfection, includ-
ing the eterilization and maintenance
of eguipment where dialyvals supplies
are reunsed, there are writtan policles
and procedures covering the rinsing.
cleaning, disinfection. preparation arnd

1The publication entitled ““Hemodialyeis
Syetema,”” sscond edition, 1882, is awvailable
for inspsction at the CMS Information Rs-
sourcs Center, 740 Sscuricy Boulsvard, Bal-
timore, MDD 212441880 and at ths Mabional
Archives and HRecords  Administration
({HARA), For information on the availability
o] this material at NARA, call 202-741-8020_
or =L} ta: hitp o dwwne.archives. gow'
Federal  registerscode  of federal  regulations’
ibr  locations fitml.. Copise may be purchassad
from ths Association for the Advancement of
Medical nstmumnmsentacion, 330 Washinston
Boulewvard, Suite 400, Arlington. VA 2EMI-
4ng
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storace of reused ltems which conform
to requirements for reuse in § 4052160,

(2) Treatment areas are desiened and
aquippad to provide adeqguate and safe
dialvalz therapy. as weall as privacy and
comfort for patients. The space for
treating sach patient ls sufficient to
accomaodate medically needed eamer-
gency equipment and ataff and to en-
anre that such equipment and staff can
reach the patient in an emergency.
There 1z sufficient apace In units for
safe atorage of saelf-dialvals supplies.

(3) There 1e a nursing/monitoring sta-
tion from which adequate surveillance
af patienta receivinge dialysis services
can be mada.

(4] Heating and ventilation syatems
are capable of maintalninge adeqguate
anid comfortable temperatures.

(57 Bach ESRD facility utilizineg a
central-batch delivery system provides,
elither on the premises or through af-
fillatlon agreement or arrancement
{gaa §405.2160) eufficlent individual de-
livery ay=tems for the treatment of any
patient regquiring speclal dialvals solu-
tions.

(o) Standard contamination prevention.
The facility employs appropriate tech-
nigues to prevent crosa-contamination
between the unit and adjacent hospltal
ar publie areas including. but not lim-
ited to, food service areas, laundry, dis-
posal of solid waste and blood-contanml-
nated egquipment, and daposal of con-
taminanta into sewage systems. Waate
storace and disposal are carried out in
accordance with applicable local lawa
anid acceptad public health procednres.
The written patient care policles (ses
E405.213680fW1))  epecify the fonctions
that are carried ount by facility per-
sonnel and by the self-dialveis patienta
with reapect to contamination prevern-
tion. Where dialysis supplies are re-
nead, records are malntalned that can
be used to determine whether estal-
lished procedurss covering the rinsing,
claaning, disinfection, preparaticn and
storage of rensad items, conform to re-
gquirementa for reuse in §405.2150.

(1) Sqandard; emergency preparedness.
Written policies and procedures specifl-
cally define the handling of emer-
genclea which may threaten the health
aor satety of patients. Buch emergencies
would exist duringe a fire or natnral dia-
aster or during functional failures in

£405.2150

aquipment. Specific emersency pre-
paredness procedures exist for different
kinds of emergencies. Thess are re-
viewad and tested at least annually ard
revisad as necessary by, or under the
diraction of, the chief ezecutive officar.
All personnel are knowledgeable and
trained in theilr respective rolea in
amergency situationa.

(1) There ia an established written
plan for dealing with fire and other
emergencies which, when necessary, 1=
developed in cooperation with fire arnd
other expert personnel.

(27 All personnel are trained, as part
of thelr employment orientation. in all
aspacta of preparednessz for any emer-
roeney or disaster. The emergency pre-
paredness plan provides for crientation
and regular trainine and periodic drills
for all personnel in all procedures ao
that each person promptly and cor-
rectly carries out a specified role in
case of an emergency.

(%) There 1&g available at all times on
the premises a fully equipped emer-
geney tray, including emergency drugs,
medical supplies, and equipment, and
ataff are trained in its nas.

(4) The staff is familiar with the nsa
of all dialyvails eguipment and proce-
dures to handle medical emergencles,

(5) Patlents are trained to handle
medical and nonmedical emergencies,
Patienta must be fully informed re-
zarding what to do, where to go, and
whom to contact if a medical or non-
medical emergency Ooours.,

{Beca 1102, 1871, 1881(0), Bocial Becarity Act;
4317 2.0 1303, 1305hh, 130rrihi)

[41 FE 23011, Juns 3, 1876 Radssipnatsd at 43
FE 52026, Sapt. 20, 1977, as amendesd at 42 FR
48002, Oot. 19, 1978; 40 PR 4830, Ape. 10, 1980,
0% FR 26034, Oct, 2, 1887, 60 FE 43043, Hept, 18,
1200, 60 FE 18303, Apr. 9, 2004]

£405.2150 Condition: Reuse of
hemodialyzers and other dialyvsis
supplies.

An  EsSRED  facility that reuses
hemodialyzers and other dialyals sup-
plies meete the reguirements of this
section. Fallure to meet any of para-
eraphs (a) through (o) of this ssction
constitutes grounds for denial of pay-
ment for the dialvsls treatment af-
factad and termination from participa-
tion in the Medicare prograrm.
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(a) Standard: Hemodialyrers. If the
ESRD facility reuses hemodialyzers, it
conforms to the following:

(1) Reuse guidelines. Voluntary gulde-
linea adopted by the AAMI (“Rense of
Hemodialyzers,” aecond edition). Incor-
poration by reference of the AAMIDs
“Reuse of Hemodialyzera,” sscond edi-
tlon, 1993, was approved by the Direc-
tor of the Federal Reglater in accond-
ance with & LS., &53ia) and 1 CFR
part 511 If any changes in “Reuse of
Hemodilalyzers,” second edition., are
alzso to be lncorporated by reference, a
notice to that effect will be published
in the FEDERAL BEGISTER.

2y Procedure for chemical germicides.
To prevent any rislk of dialyzer menm-
brans leaks due to the comblned action
of different chemical germicides,
dialyzers are exposaed te only one cheam-
1cal germicide during the reprocessing
procedure. If a dialyzer s exposed to a
sacond germdelde, the dlalyzer must be
discarded.

(3) Burveilloance of patient reactions. In
ardar to detect bacteremia and to
malintain patient eafety when unez-
plained eventa occenr, the facllity—

(1) Takes appropriate blood cultures
at the tine of a febrile response in a
patient: and

(1) If prrogenic reactions,
bacteramia, or unexplained reactiona
assoclated with ineffective reprocesa-
ing are ldentified. terminates reuse of
hemodialyzera in that setting and does
not continue renss until the entire re-
procesainge aystem has beon evaluated.

(k) Standard: Transducer fAlters. To
control the spread of hepatitis, trans-
ducer filtars are changed after each di-
alysle treatment and are not renaad.

(o) Standord: Bloedlines. If the ESRD
facility reuses bloodlines, 1t muat—

'The pablication entitlsd “Rseuse of
Hermnodialyzers,” second  esdition, 1903, is
availabls for inspection at the CME Informa-
tion Resources Center, 7800 Sscurity Bouls-
wvard, Baltimmore, MDD 21344-1850 and at the
Hational Archives and Bacords Administra-
tion (MARA) For information on thes avail-
ability of this matsrial ac HARA call 302
TA-GE0, or go wo Ritpolorunc.archives gov’
Federal  registericode  of  federal  regulationa’
ibr _locationz.hml, Copies may be purchased
from the Association for the Advencemsnt of
Medical nstrumentation, 3306 Washington
Boulevard, Sunits 400, Arlington, WA 35301-
4508

42 CFR Ch. IV {10-1-05 Edition)

(1) Limit the reuse of bloodlines to
the same patient:

(2) Mot reuse bloodlines labeled for
“alngle use only™:

(3) Reuse only bloodlines for which
the manufacturer's protocol for reuse
has been accepted by the Food and
Drug Administration (FDA) pursuant
to the premarket notification (section
Bl k) provielon of the Food, Drug, and
Cosmetle Act; and

(437 Follow the FDA-accepted manu-
facturer's protocol for reuss of that
bloodlines.

[02 PR 25935, Oct. 2 1987 as amended at 55 FR
18335, May 2. 1000; 60 FR 46044, Sept 18 1090
80 FE. 18803, Apr. O 2004]

24052160 Condition: Affiliation agree-
ment or arrangement.

(a) A renal dialyels facility and a
renal dialysia center (seo
§406.21027ew 2 have 1in effect an affili-
ation agreement or arrangement with
each other, in writing, for the provi-
aglon of inpatient care and other hos-
pltal sarvices.

() The affillation agresment or ar-
rangement provides the basls for effec-
tive working relationships under which
inpatient hospital care or other hos-
pital services are avallable promptly to
the dialyels facility's patienta when
neaded. The dialyals facility hae in its
filas documentation from the renal di-
alvsie center to the effect that patients
from the dialysie facility will be ac-
cepted and treatad in emergoncles.
There are reazonable asgnrances that:

(1) Transfer or referral of patients
will be effected between the renal di-
alvsie center and the dalvals facility
whenever such tranefer o referral 1s
determined as medically appropriate
by the attending physiclian, with time-
l7 acceptance and admisaion;

(27 There will be interchange, within
1 working day, of the patient long-term
program and patient care plan. and of
medical and other information nec-
egaaly of useful in the care and treat-
ment of patients transferred or referred
betwean the facilities, or in deter-
mining whether such patients can be
adeguately cared for otherwise thamn in
elther of such facilities; and

(%) Becurity and accountability for
patients’ peracnal effects are asaured.
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24052161 Condition: Ihrector of @
renal dialvsis facility or renal dialy-
sis center

Treatment is under the ceneral su-
pervision of a Director who is a phyveai-
clan., The physician-director need not
devote full time as DMrector but is re-
gpongible for planninge, organizing, con-
ducting, and directing the professional
EZ2RD pervices and must devote suffi-
clant time to carryving ont thess re-
sponeibilities. The director may also
sarve ag the Chief Executive Offlcer of
the facility.

ia) Stanpdard: gualifications. The direc-
tor of a dialvels facility 1s a gualified
phyalcian-director. (See §405.2102.)

(b Standard: responsibilities. The re-
gponeibilities of the phyeiclan-director
include but are not limited to the fol-

lowing:
(1) Participating in the selection of a
snitable treatment modality, 1l.e.,

transplantation or dialyais, and dialy-
ala satting, for all patients;

(2] Assuring adequate trainine of
nuraez and techniciana in dialyvais tech-
nicues:;

(3 Asguring adeguate monitoring of
the patient and the dialysis procesa, in-
cluding, for seslf-dialvels patiente. as-
auring perlodic assesament of patlient
performance of dialvsis tasks;

i4) Assuring the development and
avallability of a patient care policy
and procedurss manual and ita imple-
mentation. As a minimum, the manual
deacribes the types of dialysis used in
the facility and the procedures fol-
lowad in performance of such dialysis;
hepatitis prevention and procedures for
handling an individoal with hepatdtis;
and a disaster preparedness plan (e.e.,
patient emerzency. fire, flood): and

(5] When self-dialvaia training or
home dialysis training is offeraed. assur-
ing that patient teaching materiala are
avallable for the use of all trainees dur-
ing tralning and at times other than
during the dialyels procadure.

[41 FE 22011, Juns 2, 1976 Esdesignatad at 43
FE. 52326, Bept. ¥, 1877, as amended at 43 FR
43053, Oot, 19, 1978; 51 FE 20362, Ang. 26, 1084]

5405.2162 Condition: Staff of a renal
dialyvsis facility or renal dialvsis
center.

Properly  trained personnel are
present in adeguate numbers to meet

§405.2163

the needs of the patients, including
those ariainge from medical and non-
meidical emergencies.

i) Standard: Regisfered nurse. The di-
alwvsis facility employs at least one full
titme gualified nmrse responsible for
nuraing service. (Pee §405.3102.)

() Standard: On-dufy personneal.
Whenever patlents are undergoing di-
alvala:

(1) One currently licensed health pro-
fesslonal (e.g., physlclan, reglstered
nurae, or licensed practical nurae) ex-
perienced in renderine ESRED care 1a on
duty to overaee E2SRD patient care:

(2 An adegnate number of personnel
are present 2o that the patientstaff
ratio le appropriate to the level of di-
alvsie care being given and meets the
neeada of patlenta: and

(3 An adeguate mumber of personnel
are readily avallable to meet medical
and nonmedical nesds.

() Standard: Seli-care dialysis fraiming
parsannel. If the facility offers self-care
dialyvals training, a gnalified norse is in
charge of snch tralning (ase § 4052102,

[41 FE 2211, Juns 3, 1976, Readesipnatsd at 43
FE 52826, Sapt. 30, 1977, as amended at 43 FR
42003, Oet. 19, 1078; 51 FR 20863, Augz. 28, 1985

24052163 Condition: Minimal service
requirements for a renal dialvsis fa-
cility or renal dialysis center.

The facility must provide dialysis
sorvices, as well as adequate labora-
tory, aocial, and dietetle services to
meet the needa of the E2RD patiant.

(o) Standard: Ouwispofent dialysis serv-
ices—il) Sfaff-assisfed dialysis services.
The facility must provide all necessary
inatitutional dialyveis services and staff
required in performine the dialvaia,

(2 Selj-dialysis services. If the facility
offera self-dialysis services, 1t must
provide all medically necessary asup-
plies and eguipment and any other
sorvice apeciflied in the facility's pa-
tlent care policies,

(b Stondard; Laboratory services. The
dialyals facility makes avallalble lakb-
cratory services (other than the spe-
clalty  of tlesue pathology and
histocompatibility teating)., to meet
the needs of the ER2ED patient. All lab-
cratory services must be performed by
an appropriately certified laboratory in
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accordance with part 493 of thia chap-
taer. If the renal dialvsis facility fur-
nishes ita own laboratory services, it
must meet the applicable reguirementa
established for certification of labora-
tories found in part 492 of this chapter.
If the facility does not provide labora-
tory servicea, 1t must malke arrange-
ments to obtain these ssrvices from a
laboratory certified in the appropriate
gpeclalties and subspecial ties of service
in accordance with the requirements of
part 493 of this chapter.

(¢) Standard: Secial services. Soclal
sarvices are provided to patients and
thelr families and are directed at sup-
porting and maximizing the =aocial
functloning and adjustment of the pa-
tlent. Roclal services are furmnished by a
gqualified social worker (§406.2102) who
has an employment or contractunal re-
lationship with the facility. The guali-
fled soclial worker is responsible for
condueting  peychosocial evaluations,
participating in team review of patient
progress and recommendinge chanees in
treatment based on the patlent’s cur-
rent. peychosocial needs, providing
cassworlk and groupwork servicea to
patienta and thelr families in dealing
with the special problems assoclated
with ESRD. and identifying comimu-
nity soclal agencies and other re-
aources and asslsting patients and fam-
iliea to ntilize them.

(1) Standard: Diefetic services. Each
patient 1s evaluated as to his nutri-
tional needs by the attendinge physician
and by a gualified dietician (§405.2102%
who has an employment or contractual
relationship with the facility. The di-
etician, in consultation with the at-
tending phyelcian, e reaponasible for as-
sapainge the nutritional and dietetic
needs of each patient, recommending
therapeutic diets, counseling patienta
and thelr families on prescribed diets,
and monitoring adherence and response
to diets.

(a) Standard: Seli-dialysis support sere-
ices. The renal dialvsia facility or cen-
ter furnishing self-dialvals training
upon completion of the patient’s train-
ing, furnishes {either directly, under
asraament or by arrahgement with an-
ather EBRD facility) the following
sarvices:

42 CFR Ch. IV {10-1-05 Edition)

(1) Survelllance of the patient’'s home
adaptation. including provisions for
vislta to the home or the facility:;

(2) Conenltation for the patient with
a gualified social worker and a guali-
fied dietitian;

(3] A recordkeeping system which
asgnres continnity of care;

(43 Installation and maintenance of
aquiprment;

(51 Testing and appropriate traat-
ment of the water; and

(61 Ordering of suppliss on an ongolig
basis.

() Standard: Pardicipation in recipient
registry. The dialwels facility or center
participates in a patient registry pro-
gramn with an OPO designated or redes-
lgnatad under part 488 sabpart G of

this chapter, for patienta who are
awalting cadaverlie donor transplarn-
tation.

i) IMee of EPOQ at home: Pasient selec-
Hon. The dialvais facility, or the phyeai-
clan responaible for all dialvsia-related
services furnished to the patient, mmat
make a comprehensive asgesament that
includes the following:

(1) Pre-selecsion monitoring. The pa-
tient's hematocrit (or hemosloling.
seram  iron,  transferrin saturation,
soramm ferritin, and blood presaure must
be measurad.

(2) Conditions the patient musé meet.
The asscssment must find that the pa-
tient meets the following conditions:

(1) Om or after July 1, 1881, is a home
dialyeis patient or, on or after January
1, 1904, ia a dialvals patient:

(11 Has a hematocrt {(oF comparablea
hemoglobin level i that 1= as followa:

(A} For a patient who iz initiating
EPC treatment, no hicher than 30 per-
cent unless there 1s medical docn-
mentation showing the need for EPO
desplte a hematocrit (or comparable
hemoglobin level) higher than 20 per-
caent. (Patlents with savere angina, se-
vera pulmonary distresa, or severe hy-
pertension may reqguire EPO to prevent
adverse aymptoms even if they have
higher hematocrit or hemoglobin lev-
alal

iBj For a patient who haz bean re-
celving EPO from the facility or the
phy=ician, between 30 and 32 percent.

(111} I=s nnder the care of—

(A} A phrsician who 18 responsible for
all dialyais-related services and who
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prescribes the EPO and follows the
drug labeling instrmctions when morni-
toring the EPO home therapy; and

(B) A renal dlalysie facility that ea-
tablishes the plan of care and moni tors
the progresa of the home EPD therapy.

(2) Denditions #he padlend or the po-
Hend's caregiver must meet. The assoss-
ment must find that the patient or a
careciver who asslste the patient in
performing salf-dialysia meota the fol-
lowing conditions:

{1y Is trained by the facility to inject
EPO and is capable of carrving out the
procadure.

(i1} Is capable of reading and under-
standing the druge labaling.

(111) Is trained in. and capable of ob-
parving, asaptic tachnigues,

4y Care and storage of drug. The aa-
pagament muat find that EPO can be
gtored in the patient's residence under
refriceration and that the patient is
aware of the potential hazard of a
child's having accesa to the drug and
avringes.

(h) Mse of EPO at home: Responsibilities
of the physician or the dialysiz focility.
The patient’s physilcian or dialysis fa-
cllity must—

1y Develop a protocol that followsa
the drug label instrmctions:

(2} Make the protocol avallable to
the patient to enenre safe and effective
home nse of EPO; and

(3) Through the amounts prescribed,
ensure that the drug “on hand' at any
time does not excead a 2-month supply.

[43 FR. 43fnd, Oct, 18, 1978, as amended at 51
FER 335%, Ang 25, 1886, 57 FR 7134, Feb, 28
199% 50 FER 1284, Jan, 10, 1904; 00 FR 26058,
May o, 190; 50 FE 46013, Sept. 8, 1804; 61 FR
19743, May 3. 1805]

54052164 Conditions for coverage of
special purpose renal dialysis facili-
ties.

(a) A speclal purpose renal dialvals
facility must comply with all condi-
tlons for coverags for renal dialvels fa-
cllitles aspecified in §§405.2130 through
4052164, with the  exception of
5 405.2134, and 405.2137 that relate to
participation in the networlk activities
and patient longe-term progralns,

() A special purpose renal dialyeia
facility must conesnlt with a patient's
phyaician to assure that care provided
in the special purpoze dialvsie facility

£405.2171

la conslstent with the patient's lone-
term program and patient care plan re-
quired under §405.2137.

() The period of approval for a ape-
clal purpose renal dialyvals facility may
not excesd 8 calendar monthe in any
calendar vear.

(dy A speclal purpose renal dialyels
facility may provide services only to
those patients who would otherwise be
nnable to obtaln treatments in the geo-
eraphical areas served by the facility.

[43 FR. 21333, May 11, 1883, as amendsd at 51
FE 30362, Aug, 26, 1688]

4052170 Condition: Ihrector of a
renal transplantation center.

The renal transplantation center is
under the general esuperviaion of a
qualified transplantation SNrgecn
(§405.21027 or a gualified phyelician-di-
rector (§405.2102), who need not sarve
full time. This physician ia responsible
for planning, organizing, conducting,
and directing the renal transeplantation
cantar arnd devotes safficlent time to
carry out thess responsibilities, which
include but are not lmited to the fol-
lowring:

(a) Participating in the selection of a
aultable treatment modality for each
patient.

(b Assuring adequate training, of
naraes in the care of transplant pa-
tients.

(o) Assuring that tlssue typing and
orgal procurement services are avall-
able either directly or under arranse-
mat.

(d) Assuring that fransplantation
aurgaery la performed under the direct
supervizion of a gualified transplan-
tation eurgeon.

[41 FER 22011, Juns 3, 1876 Radsesignatsd at 42
FE nakaE, Sept 30, 1977, as amendsd at 0l FR
B0BEL, Auz, 26, 1985, 00 FR 46014, Sept. 8, 1804

405.2171 Condition: Minimal service
requirements for a renal transplan-
tation center.

Kidney transplantation 1= furnished
directls by a hospital that is partici-
pating as a provider of services in the
Medicare program and le approved by
CMB as a renal transplantation center.
The renal transplantation center is
under the overall direction of a hos-
pital administrator and medical staff;
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	Device means an instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent, or other similar or related article, including any component, part, or accessory, which is prescribed by a medical practitioner and dispensed by a pharmacist or other person authorized by law to do so.
	Exploitation means the taking of property of a patient by means of undue influence, breach of a fiduciary relationship, deception, or extortion or by any unlawful means.
	 Health clinic does not include: 


	New construction means a facility or a distinct part of a facility in which care and treatment is to be provided and which is enlarged, remodeled or altered in any fashion or is built from the ground up on or after the effective date of 175 NAC 7.
	New facility means a facility or a distinct part of a facility in which care and treatment is to be provided and which is not currently licensed as a health care facility.  New facility also includes those facilities, which were previously licensed for care and treatment in another licensure category which now intend to seek licensure in a different category.
	Personal care (See definition of “Care.”)
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